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The Board net at the Island Cub, North Island Naval Air
Station, San Diego, California, at 7:20 a.m, Dr. Stephen

Gstroff, presiding.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

I-N-D-E-X

TOPI C PAGE

OPENI NG REMARKS
Dr. Stephen Gstroff..... .. ... ... ... .. . ... . .. ... ... .. ..... 4
Lt. Col. Rick Riddle................ ... ... ... .......... 5

PNEUMOCOCCAL VACCI NE TRI AL
Cdr. Kevin Russell. .. ... .. . . . . . . . 6

RECRUI T ASSESSMENT PROGRAM
Lt. Col. Roger Gbson............... ... ... 29

RECRUI T ASSESSMENT PROGRAM HI STORY
Dr. Kenneth Hyams................. ... 31

THE NEED FOR BASELI NE RECRUI T DATA
Dr. WlliamPage. . ......... i 62

RECRU T ASSESSMENT PROGRAM  PI LOT STUDY
Cdr. Margaret Ryan............. .., 67

RAP- MCRD- SAN DI EGO
Cdr. Sylvia Young................. ... 76

AVI V UPDATE

Lt. Col. (P) John Grabenstein. ........................ 90
RAP- ARMY
Lt. Col. James Wells. ... ... ... ... . . . ... 140

RAP/ SHI P- NAVY
Lt. Gerald Kaforski........... . .. .. . . .. 144

RAP- Al R FORCE

Lt. Col. Thomas McKnight. ... ... ... .. ... ... .. .. ....... 160
RAP- CHCS 11
Cdr. Robert Vh. .. .. ... . .. . . . 174

Rl SK ASSESSMENT OF LOW LEVEL PHASED ARRAY
RADI O FREQUENCY ENERGY EM SSI ONS
Lt. Col. Bruce RUSCIO......... ... .. ... 213

| SSUES AND CONCERNS - PAVE PAWS
Lt. Col. Richard Ashworth

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

TOPI C

UPPER CAPE PUBLI C HEALTH EVALUATI ONS
Dr. Robert Knorr

| EEE AND STANDARDS PROCESS
Dr. John Gsepchuk

RFE EPI DEM OLOGY
Dr. Linda Erdreich

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701

www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

P-ROCEEDI-NGS
(7:20 a. m)

DR. OSTROFF: Good norning. |It's good to see such
a large crowd for the second day. W have an extrenely anbitious
schedule for today as well. Usually, the second day is a little
bit quieter than the first day, but that's not the case at this
particul ar neeting.

I just want to say | think -- on nmy own personal
behal f but as well as for the board -- | give our thanks to
Captain Schor who's not here and to the Marines for the
absolutely fantastic tour that they gave us yesterday. It's
extrenely inpressive.

| personally would like to take a couple of those
drill instructors honme with nme to get nmy troops into shape
because they're really an amazi ng group of people.

The other thing, | think, that, you know, is quite

striking to ne is -- and | think all of the board nenbers
probably were inpressed -- is | have never seen so nany people on
crutches, and there's no question that we -- if you can take a

nmessage back to Captain Schor, that we want to hear nore
about -- as these prograns go forward -- to look into sone of the
epi demi ol ogy of these orthopedic injuries because it's absolutely
astonishing to ne to see that many young peopl e on crutches.

Wth that, I'mgoing to turn it over to Rick.

LT. COL. RIDDLE: Yeah, what we want to do this

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

5

nmorning is -- actually, Leslie is with us this norning -- if we
could ask her to conme up and also Dr. Gstroff -- | wanted to go
ahead and present Leslie wth this certificate from Dr.
W nkenwerder. Jennifer Strickler is not here today, but she also
held -- but Leslie kind of spearheaded the efforts out for
hel ping us set this neeting up, and all of the NHRC staff, so on
behal f of Dr. W nkenwerder --

DR. OSTROFF: Thank you so much.

LT. COL. RIDDLE: So if we could give the NHRC
staff a round of appl ause.

(Appl ause.)

LT. COL. RIDDLE: So also today, if you could, is
-- for questions from the audience, please go to one of the
m crophones on either side of the table here, and then for the
board nenbers, if you could identify vyourself and also the
speakers for a question -- it will help out wth the
transcription services.

Again, today, you know, the neeting is being
recorded. There may be people fromthe public or the press in
t he audi ence. Lunch today is available here at the club. They
have a turkey, prime rib lunch buffet for $7.95 which is a pretty
good deal .

You can also have lunch over at the golf course,
the 19-hol e golf course -- or several other places on base.

If you have any travel arrangenents today, please
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see Lisa or Karen out here so that we can make those arrangenents
and take care of the travel arrangenents and even tonorrow so we
nake sure we can get you out -- arrange for a taxi and trip to
the airport.

So with that --

DR. OSTROFF: Very good. I think we're going to
nove on to the presentation that we didn't have yesterday from
Conmander Russell, and | was very interested, as we were over at
the Marine Corps Recruit Depot, that they nmentioned on several
occasions that they had had several epidenics of pneunonia wthin

the last year or so, and so now everyone is getting a

pneunococcal vaccine, and I'll be very interested to hear.
CVDR.  RUSSELL: Thank vyou very nuch. Good
norni ng, |adies and gentlenen. It's a pleasure to be here this

norning, and I'mglad to see that San Diego has provided a little
bit better weather, and | understand it's going to be a nice day.
So wel come to San Di ego.

It's an honor to have the opportunity to talk to
you this norning about a very |large, double-blind, placebo-
controlled trial of the 23-valent pneunococcal vaccine anpng
mlitary trainees at increased risk for respiratory di sease.

I"'mgoing to talk a little bit this norning about
t he background briefly -- | think this panel knows a |ot about
t he background -- the rationale behind the need for this study,

the design of the study itself, sone of the results to date, and
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I"mgoing to spend a little bit of time about the two unblindings
that we have done so far to date.

One of the very large strengths of this study is
our many collaborators. Sonme of those are co-investigators and
are in the audience -- Dr. Geg Poland from the Mayo Cinic is
with us. The father of this study, Dr. Geg Gay from the
University of lowa, is also with us.

The four recruit training sites that are
absolutely instrunental in this study are the -- is the Marine
Corps Recruit Depot , Parris 1Island, Fort  Jackson; Fort
Leonardwood; and Great Lakes Recruit Training Center.

Ch, also | should mention that the collaboration
that was forged by Dr. Gay with Weth-Lederle Vacci nes has been
very inportant to this study also. They do provide the vaccine
and placebo to us free of charge and in a blinded fashion.

So, briefly, pneunococcus -- it's very clear to
this audience that pneunococcus is responsible for a lot of
norbidity and nortality in the world. There are over 90

serotypes; 23 of these obviously are in the vaccine that we are

testing. It is estimated that that vaccine covers about 90
percent of the illness that is seen in the United States.
A recent publication in '94, | believe, by Dr.

Gray |ooked at hospitalizations for pneunonia, found about 12
percent of themwere as a result of strep pneunoni a.

There have been various outbreaks which have been
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mentioned also this nmorning that have affected mlitary troops.
Canp Pendl eton has been one that has been hit rather hard in '89
as well as in Novenber of 2000.

Together with outbreaks, the fact that the strep-
pneuno bacteria itself is changing considerably in respect to
antibiotic resistance is inportant.

H storically, this pat hogen has been very
sensitive to penicillin, but in recent years there's been nore
and nore studies that have shown internmediate to high resistance
to penicillins, and many of those have also been resistant to
ot her anti m crobials.

W received sanples at NHRC from many mlitary
treatnent facilities. These are strep-pneunp isolates that are
collected and cultured at different mlitary treatnent centers.
They are sent to us, and we do antibiotic resistance on those as
wel |l as serotyping, and of those we found that 35 percent have
internediate or high-level resistance to penicillin, and 24
percent are actually multidrug resistant.

So, again, this is a big problem The fact that
there are outbreaks has led to the need to | ook very seriously at

primary prevention.

Hi story of t he pneunococcal vacci ne
itself -- shortly after World War 11, there were two six-valent
preparations that were on the nmarket. In '77, a 14-valent

preparation -- but in '83, two conpanies, Weth and Merck,
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As | nentioned, it is estinmated to cover 85 to 90
percent of the serotypes that cause invasive infections in the
u. s

It is recomended for various high-risk groups,
for groups over age 65, individuals with chronic pul nonary
di sease, chronic cardi ovascul ar di sease.

In 1997, the ACI P broadened that to age groups 2
to 64 that lived in environments of high risk, and in 1998 this
board called for a controlled study of this pneunpbcoccal vaccine
in our recruits.

There was the desire to base policy on sone good,
ri gorous science rather than extrapol ati on from ot her popul ati ons
and ot her studies.

I think it's of interest to note that the vaccine
is being used in various populations in the nmlitary now BUDS
and Rangers trainees receive this vaccine year-round. MCRD here
in San Diego used it seasonally until 2000 which you saw in an
earlier slide -- that large outbreak in 2000 at which time they
started using it continuously, year-round.

However, again, the actual effectiveness in these
popul ati ons has not been wel | -defi ned.

Thi s st udy was desi gned based on t he
recommendations of this board, and the primary objective is to

conpare the benefit of enploying this vaccine in our recruits.
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The primary outcome we're looking at is all-cause pneunonia and
acute respiratory disease between trainees who receive the
vacci ne and those who receive the placebo.

The total sanple size for this study over a two-
to-three-year period is 191,000. This sanple size was based on
an estimate that in an unvacci nated population there would be
approxi mately 11 pneunoni as per 1,000 person-years.

The vaccine is 70 percent efficacious, and 20
percent of pneunonias that we would see woul d be caused by strep
pneunonia, and also an attrition rate of approximately 12
per cent.

You see here in this slide some recruits at
training being consented -- they're consented en nasse. They
read the inforned consent, get signatures and pernit the
injection that is usually given in line with all of the other
i nj ections.

It's unfortunate you weren't able to see that in
your tour yesterday. |It's quite a sight, seeing the recruits go
t hrough t he vacci nati on process.

After a person is enrolled in the study, they are
actively followed for pneunonias during their stay at the recruit
training center which is fromeight to 12 weeks.

If arecruit that is entered in the study is found
to have a pneunonia, then they are -- a nedical workup is

performed that includes blood culture, CBC, chest X-rays, sputum

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

11

cultures, three throat swabs and acute and conval escent sear --
t he conval escent is taken approxinmately two weeks | ater

At the end of this eight-to-12-week period, there
is an end-of-training questionnaire that then | ooks at synptons
of acute respiratory disease during their training period.

However, a big strength of this study is the fact
that we're follow ng these people beyond this active surveillance
period, this period that they're in the recruit training site.

For an individual that was entered into the study
in October of 2000, they would be followed until the end of the
study, so they may be followed for up to three years.

A person that's entered, say, today would be
followed again until the end of the study, so about -- maybe an
addi tional year, and these people are followed through various
passi ve databases that we have nentioned in this forum including
the standard inpatient, standard outpatient and the HCSR which is
a database | ooking at nedical encounters in the civilian world.

To dat e, we have ent er ed as of early
February -- we have enrolled over 80,000 individuals, so this is
a huge effort, and our research assistants on the sites that do
this enrolling have -- we really need to applaud them in their
efforts. They' ve done a phenonenal job.

Here is a slide looking at actual pneunonias per
site through -- since the initiation of the study. W saw a

| arge peak at Great Lakes in early February. All data for early
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02 is not in yet, but we haven't seen a large spike this w nter

yet.

These are our |aboratory results to date from
those radiographically confirmed pneunonias. You'll see that
nearly half of them are -- have been diagnosed as adenovirus,

about 13 percent nicroplasma pneunonia, 14 percent chlanydia
pneunoni a.
O note here is we have not received an isolate
for strep pneunonia from a radiographically confirmed pneunoni a.
W have received a strep isolate from an individual that
unfortunately died of a bacterial neningitis, and the strep
pneunoni a was isolated fromtheir CSF.

This individual received a placebo vaccine. e
have received that isolate, worked it up; it was not typeable by
any of the vaccine serotypes in our lab. It's been forwarded on
to Dr. Musher's Iab. He has confirned that it appears to be
unencapsul at ed. He's working that up further for conparison of
ot her unencapsul ated forms that have been noted in the nmilitary
popul ati on.

Now, | think it's inmportant to note at this point
that it's fortunate that this study is not dependent on strep
pneuno isolations. As | nentioned, the prinmary outcone is all-
cause pneunoni a, all-cause ARD s.

However, it's obviously inportant. It is anong

t he secondary objectives.
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I've spent a lot of tine recently trying to figure
out if there's some way we could inprove our diagnhostic
capabilities with S-pneunonia. W do have a pretty rigorous
capability at the lab at NHRC We have various PCR techniques
with mcroplasma pneunonia and chl anydi a pneunonia, a variety of
ALI ZA (ph) and i mmunofl uorescent techniques that aid us in the
di agnosi s.

But for people that are familiar with serol ogies
and other diagnostic capabilities for strep pneunobnia, there
simply is not good tests out there.

There have been recent debates in the literature
by some of those that have developed the tests that are out
t here, again admtting to the fact that testing -- that
di agnostic testing for strep pneunonia is suboptinal.

I want to nove now into the unblinding process.
We requested in our protocol to do this twice a year.

Qur first unblinding in August 2001 went through
the end of March which was about six nmonths after the initiation
of this study. This kind of delay from the end of March to
August before we can actually do the blinding is a result of the
delay in data actually getting into the passive databases.

At this tinme, there were 14,000 -- approximtely
14,000 individuals in the denom nator, 131 radiographically
confirnmed pneunonias, and at that tinme the crudes-odd ratio was

right on one as well as those pneunoni as by passive -- confidence
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interval is pretty tight but including one.

W are currently in the process -- processes of
doi ng another unblinding, and |'ve been pushing the team at NHRC
pretty hard -- nenbers of whomare in the audience -- to get sone
results on this unblinding for this neeting today. So |ast week
there was a |l ot of work at bringing sone of this together

As of February 2, '02, we're |looking at al
pneunococcal s that occurred through the end of Septenber, so this
woul d not include any pneunonias that were -- were or are being
seen over this winter, again the delay because of the delay of
getting data into the passive databases.

The denominator as of that tine was just over
51,000, and we were trying to be a little nore conprehensive in
t hi s unbl i ndi ng.

The outcones to be neasured include all-cause
radi ographically confirmed pneunonias, all-cause pneunonia by
your passive databases, which, as you would expect, are quite a
bit nore than you see actively because of a lot of these sinmply
aren't radi ographical |y confirmed -- is what we have
found -- all-cause pneunmoni a and ARD by the passive dat abases.

Number four, we're looking at a severity
continual variable -- that unblinding is not conpleted yet.
And nunber five, neningitis, pneunococcal or

bacterial, unknown pathogen because of the one episode that we

di d have.
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For one through three of these -- I'"'mnot going to
show you nunbers right now, these are prelimnary nunbers, but
the odds ratios are just right on one with some pretty tight
confidence intervals.

So this is pretty interesting with an enroll nent
or denonmi nator there of 51,000 to date, nearing a third of what
will be our total study sanple size.

Weakness that we need to point out real quickly in
these very prelimnary second and blinding nunbers is the fact
that we are not accounting for attrition yet. W have to get to
nunbers from NMCD to get -- that's not right -- NDMC -- we
actually will do queries to them to get dates of when people
| eave the service or some of them didn't even finish recruit
canp, and that's very inportant in this process.

Soneone -- you mght argue, even though it's a
bl i nded random study, you night argue that individuals that get
the placebo nmight be nore likely to get ill and nore likely to
atrite (ph), and if that was the case, then these nunmbers woul d
not denmonstrate an effect of the vaccine that night be there.

The nmeningitis -- there were five cases seen in
t he passive databases, and they were nearly -- they're three and
two in the vacci ne and pl acebo groups.

So in conclusion, | wanted to pay credit to sone
of our different sites -- the individuals at those sites that

made this study possible. Again, Fort Jackson, Fort Leonardwood,
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Great Lakes and MCRD Parris |sland. It's a very large effort.
We're currently underway. There's some challenges that we're
currently going through, but I'm confident we'll get through
t hem

Questions?
DR. OSTROFF: Thank you so nuch. This is just a

fantastic study. Congratulations. Let me open it up. Dr. Berg?

DR. BERG Bill Berg. Kevin, | have two
guestions -- | have three questions.
The 70 adenovirus isolates -- what strains were

t hey?
CVDR. RUSSELL: We haven't typed those yet.
DR BERG Ckay.
CMDR. RUSSELL: We will, though.
DR. BERG M second question --
CVDR.  RUSSELL: I"l'l add real quickly -- we

haven't seen anything but four for quite awhile from our recruit

canps.

DR. BERG  Ckay. You've got about 32 isolates of
m croplasma in chlanydia -- in the four recruit training centers,
how many of them are given azithromycin -- to recruits who are
allergic to penicillin and -- how have you factored that into

your consi deration?
CVMDR. RUSSELL: The Bicillin is given at -- round

the clock at two of our training centers. One of the training
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centers, Fort Jackson, doesn't give Bicillin at all, and Fort
Leonardwood gives it seasonally.

I actually don't know what they give in the case
of penicillin allergy. Do you know, Dr. Ryan? It's not
azithronycin at these sites.

CVMDR. RYAN. Only at MCRD San Diego did they give
azithromycin -- is what we heard yesterday.

CVDR. RUSSELL: Right.

CVMDR. RYAN:. Oherwise it's erythromycin.

CVDR.  RUSSELL: It's going to be erythromycin,
yeah.

DR. BERG Which also has activity --

CVMDR. RYAN. Right -- still an inportant issue.

CVDR.  RUSSELL: That's inportant to take into
account in our success of culturing bacterial pathogens during
this period of active surveillance, too -- absolutely.

DR GRAY: This is Geg Gay. Actual ly, | think
the Arny doesn't give an alternate prophylaxis when they have a
penicillin allergy. Jeff Gunzenhauser probably would be able to
verify that.

COL. GUNZENHAUSER: That's correct.

CVMDR. RUSSELL: Thank you.

DR. GARDNER: Pi erce Gardner. This is a very
interesting study with some rather surprising results so far, at

| east. The isolates that you received, | guess, are sputum
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i solates, and | guess you are doing three throat swabs in each of
these folk, and I'm going to ask you what the -- if the -- if
it's an antibiotic issue, one nmght see a low rate of
carriage -- ordinarily one would expect that 10 to 20 percent of
peopl e woul d have pneunbcoccus in their pharyngeal flora. Wat's
the data on your swab?

CVDR.  RUSSELL: The strep-pneuno isolates -- the

strep-pneuno is the only isolate that we require the 1ocal

hospital to culture and send to us. Everything else from the
throat -- and they do that from blood culture and sputum
Everything el se fromthe throat swabs and acute sera -- we get at

our lab and we test by PCR
DR. GARDNER. Are you finding --
CVDR. RUSSELL: We are not finding any.
DR GARDNER: You are not finding pneunpcoccus

even in the throat swab?

CVDR.  RUSSELL: W are not finding positive
PCR - -

DR. GARDNER: Even in the throat swab.

CVDR. RUSSELL: Pardon?

DR. GARDNER: Even the throat swabs are negative.

CMDR. RUSSELL: That's correct.

DR. GARDNER: Which certainly would -- and that's
just -- that's bhizarre except for the idea that this is related
to, | think, antibiotic use. That's got to rank high 'cause |
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don't think you could go around and culture a bunch of people in

this age group unless you ve got an enornously different -- and
not -- fine.

The other question -- 1 was unclear -- in the
neningitis cases -- did you inply that these were not
pneunococcal -- or you said sonething about an unencapsul ated
pneunpbcoccus?

CMDR. RUSSELL: Yes, sir.

DR. GARDNER:  Which would be again a -- fly in the
face of what we think about the pathogenicity of this --

CVDR. RUSSELL: O the unencapsul ated?

DR. GARDNER  Yeah.

CMDR. RUSSELL: Correct.

DR, GARDNER We haven't had -- I'm unfanmliar
with t he previously reported i nvasi ve meni ngitis with
unencapsul at ed pneunococcus. |s there literature on this?

CVDR.  RUSSELL: You're absolutely correct, and
|'ve been discussing this with Dr. Msher who is incredibly
interested in this whole process. There has actually
been -- well, Lisa Pearse is in the audience, and there has been
anot her death, although the cause of that is not for sure, but we
did get a strep-pneunp isolate fromthat person also, and it was
unencapsul at ed.

DR. GARDNER: So the five neningitis cases are

pneunbcoccus or --
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CVDR.  RUSSELL: No, they are not. The five
meni ngitis cases are from passive databases, and they're | ooking
at bacterial cause, |looking at again ICD-9 codes that are strep-
pneuno, bacterial, unknown causes --

DR. GARDNER: And of the five, you've got two that
seemto be unencapsul at ed pneunpcoccus?

CVMDR. RUSSELL: One.

DR. GARDNER  One.

CMDR. RUSSELL: Yes, sir.

DR GARDNER: Ckay.

CVMDR.  RUSSELL: That was the one that was
associated with the death.

DR. GARDNER: I guess ny final question, if |
mght -- a lot of the questions that revolve around the use of
pneunococcal vaccine have to do with the duration of protection
and even antibodies, and | guess ny question -- do you have built
into this the opportunity to do serologies on these people or
subset to see what the persistence is -- and we'd love to get
some data, of course, on boosting in this age group.

CVDR.  RUSSELL: Very good question, and it was
actually a question that was brought up at our AIBS neeting |ast
year -- it would be logistically extrenely challenging to try and
find these people after the case, but | think, when you're
| ooking at a sanple size as large as we are, it certainly could

be a substudy. It is not built into this study, but again
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enrolling nearly 200,000, trying to | ocate sonme of them for doing
some serologies some years past in this age group would be
interesting and feasible in a subset, | would think.

DR. PATRI CK: Kevin Patrick -- looking at the
pneunoni a case |oad per nonth on the pneunopnia cases by February
3rd, 2002, there's a pretty substantial difference between the
| ocations, and |I'm wondering, are you going to be able to draw
concl usi ons  about | ocation-specific issues on this and
potentially to drive policy?

CVDR. RUSSELL: We certainly plan on |ooking at
them by location as well as conbined. Great Lakes, absolutely,
is always known to have a higher burden of respiratory disease,
hi storically. If that data can be provided -- | guess policy
depends on --

DR PATRICK: | just wondered if your sanples are
structured in a way that you can cone to some conclusions by
setting.

CVDR. RUSSELL: It wasn't designed with that plan.

DR OSTRCFF: O her conments?

DR NESS: One ot her comment. So it sounds like
you have kind of an interesting --

DR. OSTROFF: Can you identify yoursel f?

DR. NESS: Oh -- Roberta Ness. It sounds like you
have an interesting challenge here in that, if in fact the

nm crobi ol ogy data are being affected by prior antibiotic use from
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the data on pneunonia per se, using a radiologic standard -- may
also be problematic with regard to the fact that there are
obviously all these other types of bugs that are causing
pneunoni a, and so you nmay have essentially a washout
effect -- so, you know, you're |looking for a needle in a haystack

in that case.

CVDR.  RUSSELL: You're absolutely right. Two
coments to that, however, is the fact that the act
surveillance -- and that is a primary outconme, the actively

surveill ed radi ographically confirmed pneunonias is only a small

part of the study. The strength of looking in the passive
dat abases for nmany, many nonths -- is where the strength is, |
bel i eve.

And -- anyway, | think that that is sonmething we

need to keep in mnd when we | ook at that.

DR. OSTROFF: Geg, any last thoughts?

DR. GRAY: This is Geg Gay. I think this is a
very inportant study, even if it's a negative study, because
empirically what we find in the Departnent of Defense is that
there's an episode of sone outbreak, and epidemiologists are

called to make a best-judgnent intervention, and often w thout

control, and it becones -- as is the case with a pediatric
vaccine over here at the SEAL training site -- sonething that
they're afraid to take away -- that's the H B vacci ne.

So in this case, thanks very nuch to the board for
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arming the DOD wth your recomendation to do a placebo-
controlled trial because | think, in the long run, if we find
this intervention is effective or not, it's going to save us a

ot of dollars -- either way, it's very much a strong bid -- it's
tremendous that you fol ks supported us sone years ago with this.
That's speaking, of course, as if I'mstill on

(Laughter.)

DR GRAY: Anyway, | suspect that -- we know from
other studies that there are pneunococci colonizing in the
throats of these trainees. It's just not been the focus of this
study -- to work on that.

CVDR. RUSSELL: Just in conclusion real quickly
Dr. Ness also -- it was inmportant in this study that we didn't go
into the recruit canps and change what they're doing nornmally, so
we didn't want to ask themnot to do their Bicillinif Bicillin's
somet hi ng they're goi ng to do for group-A strep
regardl ess -- sonething they need to do, probably.

So evaluating this vaccine in that setting is what
| think is the appropriate thing to do and | ooking at whether or
not we're affecting norbidity in that setting is what's
appropri ate.

DR. NESS: Roberta Ness again. | don't want you
to msunderstand nmny question. I think that this is an

out standi ng study, and | think the design is absolutely correct.

The only coment that | was really -- | think the
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interpretation of my comment should have actually been that, in
fact, it's terribly inmportant to get to the final sanple size
because, in fact, the odds ratio may be a relatively small -- the
difference nay be actually relatively small between the two
groups, given the fact that what you're looking at is, in fact, a
range of pathogens.

CVDR. RUSSELL: Thank you very nuch, actually, for
that comment because we are going through challenges right now
with Weth, and although they have been incredibly supportive to
now -- to this tine, the actual time frame of the study has
changed over the last two years than was originally forecast, so
ri ght now we're going through chall enges of potentially trying to
use a five-dose vaccine vial rather than the single dose that
t hey' ve been providing us and finding a way to keep that blinded,
doubl e blinded, and neeting all FDA requirenents as we continue
the study through the 2002 sunmer surge without interruption. So
that's anong our current chall enges.

And reinforcing with those people that support
this study as well as Weth, getting to that final sanple size is
critical -- 1 think we need to keep in mind because right now
what we have to say does not support the vaccine usage in this
popul ation very well.

DR,  OSTROFF: Wll, since Dr. Wnkenwerder
i ndi cated he was going to have a conversation with them nmaybe we

can put this one on his plate as well. Thanks for an excellent
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presentation.

CVMDR. RUSSELL: Thank you.

DR. OSTROFF: W're going to nove on now to the
di scussions of one of the questions that's before the board
concerning the Recruit Assessnent Program

Qur first presentation is from Colonel G bson
who's the program director for public health and a senior
consultant for epidemiology in the Ofice of the Assistant
Secretary of Defense for Health Care.

LT. COL. G BSON: Thank you. On behal f of Dr.
W nkenwerder and the Ofice of the Secretary of Defense for
Health Affairs, |I'm pleased to present these questions to the
board on recruit assessnent.

As a public health officer who started out at
Lackland Air Force Base working with recruits, this is an area
that's very near and dear to ny heart and an area that |'mreally
truly interested in.

The issue of recruit assessnent is not new. As
you can see fromthe dates up here on the board including the DOD
directive from 1997, the concept of doing assessnents -- baseline
assessnents in recruits has been around for quite sone tine.

In fact, the question cane to the board -- to this
board in 1997 with the recomendations to go forward -- pilot-
test and develop a Recruit Assessnent Program

So, in essence, what we're doing today by -- we're
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bringing these questions to the board -- is presenting the
results of all of that work, presenting what we -- how we have
cone forward with the devel opnent of a Recruit Assessment Program
and aski ng recomendati ons.

The first question to the board -- and, by the
way, Dr. Wnkenwerder's nmeno or letter to the board is in your
packets with further details, but the first question to the board
is: Is the Recruit Assessnent Program an effective instrunent
for the collection of baseline health data?

To help provide you with information to help
answer that question, a program history will be presented by Dr.
Craig Hyans who's been involved in this process for quite sone
time.

And then Dr. WIliam Page will provide information
on baseline health data.

The second question to the board is: Is the
Recruit Assessment Program-- we're talking about the current
product -- inplementation feasible at all DOD recruit training
centers?

The pilot work that -- we'll start out there wth
the pilot work by Commander Ryan and then all of the services
will have an input on this issue of feasibility, which is
i nportant to the entire process, obviously.

And, finally, Commander Wah will finish up with a

di scussion of a CHCS-2 overview and how to integrate anything
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that we cone forward to into CHCS-2 and -- as we try to nake this
an entire process.

The goal is to cone out with reconmendations that
we can go forward with for policy across the Departnent of
Defense that will nove us forward in this issue.

Wth that, | believe we're ready for Dr. Hyans.
Are there any questions?

DR OSTROFF: An old friend from the board, Dr.
Hyanms -- now fromthe VA

DR HYAMS: It's a real honor for me to be here
today as a civilian presenting for AFEB. As nany of you know, |
was in the U S. Navy until |ast year when | retired, and now I'm
with the Departnent of Veterans Affairs, and |'m going to give
one of the introductory presentations on the Recruit Assessnent
Program

Let me just say sonething by introduction. Thi s
has been a long process, actually. It began at |east four years
ago now when a group of us from DOD, VA and HHS got together and
started thinking about what were the lessons that we had | earned
fromworking on Gulf War health issues? How in the future could
we provide better health care, better preventive nedicine for our
depl oyed mlitary personnel, and al so how could we answer sone of
the questions that were being asked about the health of our
mlitary personnel ?

One of the obvious shortfalls that we had after
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the Gul f War was a | ack of baseline health data, data from before
depl oynent . Wthout that data, it's very difficult to answer
sonme of the questions that were being asked about the health of
our mlitary personnel. It was also difficult to tailor sonme of
our health care interventions and sone of our preventive nedicine
efforts, and so we cane up with the idea of devel oping a program
for the routine collection of conputerized baseline health data
fromall enlisted and officer accessions including active duty,
reserve and national guard -- to include denographic information,
medi cal and psychological history from before entering the
mlitary, occupational history frombefore entering the military,
and health risk factors.

And the purpose of the Recruit Assessnent Program
as we called it, was to provide DOD and VA physicians wth
accessible nedical and health risk data to aid in clinical
di agnosi s and care so they woul d have ready access to information
that would let them know what the changes were in a patient's
health status and also to speed the process of taking a medical
hi story because, once sonme of these data is collected, you don't
have to ask it again.

Anot her purpose of the Recruit Assessnent Program
was to devel op and i nprove preventive nmedicine strategies in both
DOD and VA, and the exanple we always use is the targeted
mamogr aphy for individuals -- for mlitary personnel and

veterans who have a history of breast cancer in their famly.
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Anot her purpose -- and just one of the three, not
the primary purpose -- was to establish baseline database to be
used in future longitudinal research studies to evaluate health
problens anobngst military personnel and veterans and post-
depl oynent heal th questi ons.

And, again, one of the lessons of the Qlf War

was -- is that, wi t hout basel ine data, after hazar dous
depl oynment, it was very difficult to understand the problens of
your veterans. If you don't know whether or not the veterans

after a wartime depl oynent had somatic synptonms before
depl oynment, it's very difficult to sort those sort of issues out
after deploynment. That's just one of the problens that we had.

But there are a lot of different sort of health
issues that arise after a wartinme deploynent that just can't be
answered unless you know the status of the nilitary personnel
bef ore that depl oynment.

The met hods for the RAP -- we spent a long time --
this was over a year in generation, trying to determ ne exactly
how this baseline data should be collected, what the best
approach was, and what we cane up wth, at least for the
devel opnent stage of the RAP program was an electronically
scanbl e (ph) paper-and-pencil questionnaire to be admnistered
within the first three days of recruit training.

W cane up with the idea of a paper-and-pencil

guestionnaire initially because there was already a program in
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exi stence -- the SH P program at G eat Lakes, where they used
this sort of technology to collect baseline health data -- not
the sort of data that we thought should -- a lot of the data they
were collecting we thought was useful, but it didn't collect as
much data as we thought was needed.

Neverthel ess, they had pioneered this sort of
technol ogy, and since it was already being used in one recruit
center and we knew it worked, that's the reason we decided on
this sort of approach to collecting this data.

Anot her big decision was -- is when to collect the
baseline health data, and we look at three periods of time. W
| ooked at the period of tinme when individuals are being eval uated
at the MEPS Center. We | ooked at the period of tinme in their
first week of recruit training, and then we | ooked down the |ine
towards the end of recruit training and the first duty station

And we decided, really, that the best time to
collect this data was within the first week of recruit training
for a couple reasons.

If you collect the data at the MEPS center
there's some enpiric data from the AFMET program that you don't
get as accurate responses to your sensitive questions on a
guestionnaire at that period of time. The recruits are just too
anxious to get into the mlitary during that period of tine.

If you wait until after the recruit period, you're

actually mssing part of the mlitary experience.
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The idea was -- was to capture the entire nilitary
experience, the health status of the military person, from the
time they entered the mlitary, throughout their mnilitary
service, and then when they entered the VA system and that
mlitary experience begins at recruit training.

And so we decided, after quite a bit of thought,
that that was the time to actually get the data. We'd get the
nost accurate information and the nost useful information during
this first week of recruit training.

It was also obvious to us that the RAP database
had to be an integral part of CHCS and now CHCS-2 and that it had
to have the sane sort of confidentiality requirenents as any
routine health database in DOD and VA, and | want to enphasize
this is a routine program this is not a research program It's
a routine health database that's the start of a |ifelong nedical
record for all nmilitary personnel and veterans.

Ckay, the next hurdle we faced was devel oping the
guestionnaire, and this is still an ongoing process. W're doing
testing nowin the various recruit centers to really maxinize the

sort of questions that we want to ask and the information that we

get.

And so this is a continued process, and when we
started this, what we wanted was -- was a survey instrunent that
could be admnistered -- at first, we thought it would take at

| east two hours; now we've been able to get this down to one hour
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or less. It had to be a process that didn't take an inordinate
amount of time for recruit training.

As many of you know, there's really not that nuch
time during that recruitment period for any new program They're
very rushed as it is.

So | had to do sonething that could be done
relatively fast, and so now we've got it down to one hour less to
conplete the entire process.

The questionnaire had to be conpatible with the
already existing standard induction nedical forms and with the
periodic HEAR by marrying up baseline data with periodic health
assessnents |ike the HEAR This would allow us to have a
| ongi tudi nal database, a |ifel ong database.

Al so, the questions had to be readily understood
within the context of the chaotic and rushed training environnent
and also by recruits from diverse backgrounds, and you really
have to work in recruit centers to understand this. |It's really
a busy sort of loud, noisy sort of environment. You have lots of
i ndividuals conming in fromall over the United States, lots of
di fferent backgrounds; sonetimes English is not their first
| anguage.

W had to develop a questionnaire that could be
answered in this sort of situation by young recruits from all
ki nds of backgrounds.

This is not -- and | want to enphasize
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this -- this is not a research setting. W had to design a
program |l i ke they design jet airplanes. | nmean, we had Ph.D.'s
and in this case MD.'s that designed a programthat was going to
be adm nistered by people with a high school education.

And so we had to develop sonething that was
relatively sinple and easy to adm nister and that could be done
on a routine basis. This is not a research study. It's a
routi ne dat abase.

So we had to come up with questions that were
sinmple and easily understood and it was not a conplex survey
instrument to work their way through.

In every case that we could, we used validated
guestions. A lot of these questionnaires with health information
are for research purposes and really did not fit the recruit
environnent, but they did fit the sort of situation we used them

In particular, the SF-36 was used extensively to
measure health status -- which 1is included in the RAP
guestionnaire.

And the questions had to be designed not to
require imrediate interventi on because really the health problens
of your recruits should have been screened out at the MEPS

center, and that's not the purpose of the RAP.

Now, | want to say sonething about the historical
precedent -- as a lot of you know, | spent a lot of tine
rummaging around in libraries with dusty books, so this is
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something |I'm very interested in, but | think it's instructive
that -- to go through this very quickly as far as the RAP process
i s concerned.

There's been sel f-adm ni stered questionnaires that
have been used to screen recruits, at |east since Wrld VWar |. |
haven't found any references before Wrld War 1.

But this has been going on for a long tine -- over
80 years we had various prograns where we tried -- where we
admi ni stered questionnaires to recruits to collect different
types of nedical and psychol ogi cal information. This has been
going on a long tine.

However, these instrunments were used primarily to
screen recruits for psychol ogi cal problens.

And it's interesting -- even going back to Wrld
War |, they were effective in identifying groups but not
i ndi vidual s at higher risk of devel opi ng psychiatric probl ens.

You could administer these questionnaires even in
World War | -- you could find groups that were at higher risk of
having problenms of psychiatric -- were at high risk of
psychiatric problenms during their mlitary service.

But within those groups, nost of the individuals
did well. Even though they're at higher risk, npost of themdid
wel | .

So if you screened recruits on the basis of these

survey instrunents and tossed out the ones who are at high risk,
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you'd actually be losing nore individuals who would have a
successful mlitary career than individuals who would not.

So they were effective at identifying groups but
not i ndivi dual s.

Al'l these prograns -- there's been at least a half
a dozen of them since World War | -- were discontinued during
periods of rmanpower shortages when the mlitary wasn't as
interested in screening recruits when they needed every body they
coul d get.

They also created a lot of controversy, and they
were elimnated over tine because, when you start denying

i ndividual s a chance to serve their country, you raise a |ot of

political questions -- and brought these sort of screening
progr ans into di srepute anongst politicians and ot her
i ndi vi dual s.

So they really didn't continue for a nunber of
reasons.

None of them were designed to collect baseline
health data. As far as | can tell, none of them were
conceptual i zed or designed for this purpose. They were all seen
as screening tools.

It's kind of interesting -- I was actually just
asked recently why this was true, why none of them were
conceptualized this way. | really don't know that answer.

I think one of the reasons possibly is the fact

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

36

that the technol ogy has changed.

When | entered the nmilitary just 21 years ago, we
had no desktop conputers. W were using typewiters, and there
was no way to readily enter data into a conputer database and
retrieve that data. That's sonething very new.

I think it's only nowin the last 10 to 20 years
have we devel oped the technol ogy where we can conputerize this
sort of data and make it available, nake it accessible for it to
be useful .

Ckay, some recent precedent -- as | said, the
AFMET program screens Air Force personnel for psychol ogical
probl ens and has sone enpiric data that really -- the best -- the
nost accurate answers can be obtained in the first week of
recruit training.

There's also -- as I nmenti oned, t he
SHI P -- Sailors Health Inventory Project which uses paper-and-
pencil questionnaires that are scannable to collect baseline
health data -- it's really the forerunner of the RAP program and

then the civilian HMO s routinely coll ect baseline health data.

And this has already been nentioned -- |I'm not
going to spend much tine with this -- this was first reviewed by
FEP in 1997. It was included in the Presidential Review

Directive in 1998, endorsed by the ILM in 1999 and 2000
specifically endorsed.

It was reconmended by the Presidential Special
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Oversight Board in December 2000.

And |I'm not going to go through the I|anguage of
the Presidential Review Directive, but it was said, "Recomrend
that we institute this."

"Il say sonmething about sone of the current
i ssues. I'"'m not going to go into this 'cause the follow up
lectures are going to discuss this, but pilot testing of the
guestionnaire and conputer software is ongoing. It's been fully
establ i shed at the Marine Corps Recruit Depot in San Diego -- and
the use of the RAP in recruit canps.

This is sonething we really didn't anticipate when

we started this whole program It really has aided in the
recruit process. It has speeded up in-processing in the CHCS,
and you know, |'ve had the opportunity and pleasure to visit

about half a dozen recruit centers now to see how they enter
their new recruits into CHCS, how they enter theminto our health
care system and practically all of them do it in a different
way.

Some of themdo it in a very efficient way, like
in Geat Lakes with the SH P program Some do it in a very
i nefficient way.

What the RAP does is offer an automated way to
enter this sort of baseline health information needed for CHCS,
and it actually speeds up the induction process.

W really didn't anticipate this at first, but
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certainly it's been a help in getting this into recruit centers
with the RAP program 'cause it aids them in their recruit in-
processi ng.

It also is useful in preventive nedicine efforts
'cause it identifies recruits who nmay need sone additional
assi stance |i ke snoking cessation prograns.

Sonme of the other future issues -- | think we're
going to hear from the Canadians today about their work on a
baseline health assessnment program It has been reviewed in the
United Kingdom and Australia. | don't quite know what the status
of their thoughts on the RAP right now are (sic).

The use of the RAP -- is being used by the
National Center on War-Related Illnesses -- both the DOD and VA
centers. It's going to be the baseline data for the mllennium
cohort study in the USA, and then the last point -- the one we're
here today for -- is the decision is pending on DOD w de
i mpl enent ati on.

Let ne just provide you one nore quote. This is
fromthe general accounting office, just fromthis year, January
24t h, just a nonth ago or so, and it says,

"An effective mlitary nedi cal

surveill ance system needs to

collect reliable information on the

health care..."

each of the points -- and it says, "baseline health status and
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subsequent health changes." And this says sonething very
i mportant to me.
If the GAO understands the need for baseline
health data, then really I think we can --
(Laughter.)

DR, HYAMNS: This says sonething very directly to

And it's interesting -- just yesterday | |earned
that we're going to have another hearing on the 27th of this
nonth  about our activities involving the -- our Af ghan
depl oynment, what kind of surveillance are we conducting on their
heal th status, and what kind of health risks are they facing, and
what kind of preventive nedicine efforts are involved in this
Af ghan depl oynent ?

I really think the horse is out of the barn, so to
speak. You know, even though our nilitary troops now are
heal t hi er than they have ever been by historical standards and we
have remarkably |ow casualty rates considering the sort of
conflicts that we're involved in, we're going to be asked nore
and nore questions about the health status of our nmilitary
personnel and veterans after they leave mlitary service. W've
got to be able to answer those questions.

And so | think the only way we're going to be able
to do that is if we have baseline health data and | ongitudinal

health data -- really, a lifelong health record of all of our
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mlitary personnel and veterans after they | eave active duty.

This is just sone of the participants in the RAP
devel opnental program It's been a collaboration. Most of the
wor k obvi ously has been done by DOD, but VA's been involved and
al so HHS.

Questions?

DR. OSTROFF: Thank you so nuch. Let ne open it

up to questions fromthe board.

DR, HYAMS: Let ne just say sonmething very
quickly. It's very interesting -- just to give another anecdote.
When | retired last year, when | went through ny retirenent
physical, | conpleted again the original SF-98 -- or was it 93
and 98? SF-93 and 88 -- the same form-- the exact, sanme form
that | filled out when | entered the nilitary 21 years before.

This is a form that had its origin somewhere in the 1950s or

'60s. | never tracked it down to its birthplace.
I nmean, | was still being asked whether or not |
could see out of both eyes. I nmean, that's sort of where we

stand sonetines with our sort of |ongitudi nal database.

The physician | ooking at nmy responses to this form
didn't look at any of nmy answers at all, only |ooked at the
flags, the Ilittle notes | nmade on the outside about any
out standi ng health problens, and certainly the physician did not
have time or really the capability of taking nmy original SF-93

and conparing it with the one that | filled out at retirenent to
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see what kind of health changes had occurred during nmy nilitary
career. | nean, it just wasn't possible.

We really have that capability now, and we shoul d
i mpl enent it. It will provide nuch better health care in the
future if this sort of data is readily accessible to our health
care providers.

DR. OSTROFF: Dr. Runyan?

DR. RUNYAN: You said sonething al ong the way that

got ne thinking -- you said sonething about sone of the people
filling out the forms -- English nay not be their first |anguage,
and I'm just wondering -- | was thinking also about Iliteracy

i ssues and the extent to which you' ve been able to figure out
just how well understood these questions are and do any kind of
validation with -- any trial period of devel oping the instrunents
to make sure that you're getting what you think you're getting.

DR, HYAMES: Vell, | nyself am involved in focus
groups where we adm nistered the questionnaire or pilot questions
to recruits -- real recruits in the recruit setting to see how
wel | they understood the questions and see what kind of comrents
t hey had.

It's a real eye-opener for ne. The 17, 18, 19-
year-olds really have a different view of things than | did at ny
advanced years, and they use different term nol ogy sonetines.

And it really was very helpful to go through that

process 'cause we ended up wth really sinpler questions,
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guestions that were much better understood, and so that sort of
process is ongoing to try to build the best questions we can.

I think Conmander Ryan can answer that also. What
has your experience been? You' ve done sone retesting -- or are

you going to talk about that later?

CVMDR. RYAN. | will have a little bit to say about
what we know from the San Diego experience. Sone of it is
assessed by our test/retest of folks, but it's difficult -- I'm

not sure that we know conpletely whether or not all recruits
understand it as conpletely as we would Iike themto.

DR. OSTROFF: Has there been any thought to having
t he questionnaire in other |anguages?

DR. HYAMS: No. | nean, it's crossed our mind.
What do you think, Commander Ryan?

CMDR. RYAN: Well, | mean, there are standards for
entering the nilitary that include a basic understanding of
English, so we're sort of working fromthat point forward, and I
don't think there's been a lot of thought into accomodating
ot her |anguages since recruits are supposed to be able to go
through their nmilitary paces with a basic understanding of
Engl i sh.

You know, it's difficult to get at those
guestions, but we do get a strong sense fromthe focus groups and
from the test/retest that we are getting reasonably valid,

reproduci bl e responses.
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At G eat Lakes, the SHI P program is
interesting -- they have it orally admnistered so there's a
corpsman or a nmedic who's actually speaking through the survey
with recruits as it's done, and that would certainly be possible
for recruits who don't have English as a first |anguage or are
havi ng problens, and it's actually what's done at MCRD with fol ks
who are having trouble understanding it.

But the concept that Dr. Hyanms had was make it so
extendable to the basic training centers that it wouldn't have to
be orally adm nistered and potentially introducing the biases of
the oral administerer (sic) of the survey.

So --

DR, RUNYAN: There are sone techniques that have
been tried that mght be worth looking at to have -- like
headsets with the questions that -- the respondent would hear the
guestion from a tape recording while they're filling out a form
so that they have both -- you know, the reading cues and the
auditory cues, and that that helps, | think, sone less -- some
i ndividuals who are less fully literate.

DR OSTRCFF: Dr. Herbol d?

DR HERBOLD: John Her bol d. I'd like to comend
you all on a wonderful program process and -- this is just great.
One observation -- under your purpose slide where

you mention "Devel op inproved preventive nedicine strategies, DOD

and the VA" you have one exanple. I think for nmarketing
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purposes this is an opportunity to have a long laundry Iist
hitting both genders, ethnicities, age groups as to things that

you can do at different stages of life and for different groups

of peopl e.

This is -- you know, one of the phrases that we
used, rightly or wongly, in the '80s was -- for HV screening
was the "wal king blood bank," and that just took off as -- that

was a phrase that was used.

And so here to -- because as you all realize, this
is acost, alogistics tale, and it's going to have to be sold at
every step of a person's career and a val ue shown.

But, again, ny congratulations. This is just
great.

DR, OSTROFF: Here and then --

DR, PATRICK: Kevin Patrick. | noticed one of the
objectives of this was to speed the process of taking a nedical
history, and there's been intent here to integrate this with this
CHCS- 2. Is that beginning to work? Are the data that are
collected in the RAP now beginning to be made available to
clinicians when they're seeing these people in followup in this
pil ot?

DR, HYAMS: No, we haven't gotten to that place
yet. I think Commander Ryan will speak later to the fact that
the pilot program in San Diego is totally integrated now wth

CHCS, but whether or not the physicians have access to it
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yet -- | don't know.

CVDR.  RYAN: The only value right now to the
clinician in ternms of CHCS is that recruits get -- in San
Diego -- registered in the system so if they're seen for their,
you know, subsequent injury or whatever, they're already in the
system it's easy -- it speeds the general acute care because
they're already in the system but that's not the level that's
envisioned in the future where all the data would be in CHCS-2,

and Commander Wah's going to speak about that [ater, about how

feasi ble -- and what the obstacles are for that.
In that case, all of the data would be in a
system and clinicians could see -- you know-- any field that

was of interest to themin that automated database.

DR PATRI CK: | see. That's really one of the
very exciting dimensions of this, | think, and it's in the
private sector as well -- this whole notion of noving into
personal lifetine records that follow individuals and that, in

fact, are available to themat any point in the care pathway.

And | think it will be inportant, as we study this
over time, to get a sense of kind of what percentage of this
CHCS-2 has been conpleted to date, how well is it working -- |
suspect now it's a wonderful, grand architecture as planned, but
is it two-percent conplete and are we ten percent in another year
and 20 percent a year afterwards? Because this whole -- again,

these are incredibly conplex systens to devel op, and -- which the
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VA well knows. O course, the VA is one of the pioneers in
devel oping a |l ot of the computerized records.

So | think it wll be inportant to ask that
qguestion for the board to get periodic updates on the progress of
this as it integrates into the substantial -- into the |arger
system

Second question -- | note that there's sonebody
from CDC. Wich office at CDCis Dr. Barrett representing?

DR. OSTROFF: She's the person that deals wth
Qulf War illness and -- Center for Environmental Health.

DR PATRICK: Ckay.

DR HYAMS: She actually deals wth all the
depl oynent health issues, but certainly @ilf War's been a
domi nant thene in her work.

DR. PATRI CK: Well, it occurs to ne -- again,
others at CDC might have an interest in the devel opnent of
this -- several of the areas that are involved in surveillance,
at least, but also the whole notion of this new initiative in
public health informatics because | think there's an attenpt to
devel op and build out a system of public health informatics that
will be informed by nany of the systens that are really driven on
the clinical side to enable at |east surveillance as we describe
it in our general terns but the syndronmic surveillance that
others are talking about that are often heavily involved in

gathering data fromthe clinical side of the shop -- the ongoing
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care processes rather than reportable ill nesses and what not.
So I would encourage that we -- the group think of
i nvol ving soneone fromthat public health informatics -- and then

at least some of the initial planning of the architecture of this
and the CHCS- 2.

MR FRI EDL: Carl Fried, MM You nentioned
twice that this was not research -- of course, research dollars
have gone into this -- and started something like the SH P
program that was totally surveillance, and now we're doing sone
research studies to try to inmprove on that and cone up
with -- you know, it's been experinmental in the sense that you're
trying to develop the right questions, and you're trying to do it
in a systenatic way with specific hypothesis testing and | ooking
at outcomes and so on to inprove on that old formthat you filled
out, you know, 30 years ago when you first came in and it hasn't
changed.

It's not just subject matter expertise that's
going into formng some new questions that we think are about
right, and | think, in fact, that's the question you put to the
board here today or that Roger G bson had set themup for.

Are we done with that research phase? Are we
ready to inplenent this DOD-wide, and that's the real question,
and that's the transition.

This is another exanple of what at |east three

people comented on yesterday as this gray area between
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surveillance and research. It's actually fairly clear.

And one of the definitions, of course, is: Are
RTD and ED dollars going to it? And if they are and it wasn't
researched --

(Laughter.)

MR, FRI EDL: -- then some of our bosses are in
troubl e for msappropriation of funds.

DR HYAMS: You know, | overstated the case --

(Laughter.)

DR HYAMS: -- for a reason. Carl has been one of
our biggest supporters in helping us obtain funding for the
devel opnental period of the RAP project. Wthout Carl, we really
woul dn't be where we are now. | didn't want to shortchange him

I do think it's tine to shift gears -- you know, to nove into
programmati ¢ funding and get out of the research stage. This is
not going to be a research program It's going to be a routine
dat abase.

If it's perceived as a research program it's
going to have much less utility, and there's going to be a |ot of
guestions raised about why we're doing this. W really need to
nove on to the operational aspects of this.

| overstated the case 'cause | think it's time to
shift gears on this, but | can't -- you know, | can't
over enphasi ze how hel pful the research funding has been and

Carl's support in the devel opment of the RAP.
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DR OSTROFF: This is a very sensitive issue

because, you know, | -- this is part of what

| deal with at CDC

in making these types of decisions, and you know, | | ooked

through the questionnaire itself, and there

is a lot of very

sensitive questions in this questionnaire, and you know, seeing

it becone part of the nedical records raises the whole issues

about privacy protections and things of that nature and how

potentially do some epidem ol ogi cal anal yses that m ght done for

research purposes, how you reconcile that with some of the recent

HEPA privacy issues.

DR. HYANS: Vel |,

| t hi nk for

research -- obviously, this data wll be useful for research

studies once we start collecting baseline data on everyone

entering the mlitary service.

I think to do research with this study -- just as

we do when we use the hospitalization data for research, the

researchers will have to have an approved protocol wth both

scientific and | RB approval, and then they can -- once they have

t hat approval, then they can use the data to do research studies.

So | mean there is a research aspect of this, but

I think it will have to be done under protocol. The dat abase

itself, though, wll be wused for routine

preventive nedicine on a daily basis.

health care and

So | think that's how we'll separate nobst of that

out.
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MR. FRIEDL: Yeah, | wasn't |ooking for credit for
support for the RAP. This has been nostly your initiative, |
t hi nk, fromthe begi nning.

But really to keep things in sort of the right
bl ocks here -- because it determni nes when we have to go to hunan
use, and that's always a bone of contention because they're
pretty strict these days and for good reason -- | mean, we have
to do that.

In research, we have to be aware of these
sensitive questions that cause all sorts of problenms, and we've
seen plenty of exanples of those where we thought this was just a
dotting the I's and crossing the T s.

But, you know, this -- if this does nobve to
surveillance and DOD-wi de approach, that doesn't nmean we won't
still be doing research.

DR. HYAMS: Right.

MR  FRI EDL: But it'll be funded differently;
it'll be handled differently. That'lIl be a routine of care
there, and then we still come to -- we have to use these

surveill ance databases to do a lot of our research, and that
calls for research protocol and that's research-funded, and we
tap into themroutinely.

Col onel Hoge does that with sonme of the CHPPM
dat abases now, and that's fine.

So we just have to be clear on, you know, when
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something is transitioning and it's become sort of the standard
of care as opposed to it's still experinental

DR, HYAMS: Let ne just say about the sensitive
guesti ons. We haven't decided on our final questionnaire. I
nean, we're still evaluating it, and we've actually renoved sone
guestions that we thought were too sensitive after we'd done sone
pilot testing, and we may renove additional questions. We're
just going to have to see how it works out 'cause we're still
evaluating all of these questions.

So kind of keep that in mnd. I think there are
some sensitive questions in the RAP questionnaire, but there
could be even nobre sensitive questions that could have been
i ncl uded as wel | .

So it's still a process we're working on

DR. OSTROFF: Let's go to Dr. Berg, and then we'l
go to Chuck.

DR. BERG Bill Berg. As sonmeone who has
personally filled out an 88 and a 93 on occasion, | agree with
your assessnent.

I think there's a question, "Have you ever had
vener eal disease?" "Do you drink alcoholic beverages?' | would
like to conplinment the group mightily for the detail it gets into
here on things that are truly preventive-oriented such as
vi ol ence, substance abuse, anger nmanagenent -- | think this is a

guantum step forward in terns of the type of information that's
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being collected that can be truly wuseful in a variety of
preventive nedici ne ways.

And | hope that the questions don't get whittled
down too far. | realize you're still validating this, and if
people aren't going to answer it, it's not a useful question, but
| -- this is on the cutting edge of preventive nedicine in many
of the areas that it's getting into here.

DR HYAMS: Thanks, Bill.

MR ENGEL : Chuck Engel, Uni form Services
Uni versity. I just wanted to comment on the sensitive question
i ssue, and | know Craig has read this recent book by Ben Shepherd

on The History of MIlitary Psychiatry in the 20th Century.

There's a section in there that goes into screening as it
pertains to psychiatric illness, and one of the thenes that cones
through -- 1 think Craig touched on it in his talk, but to me the
central theme that cane through is the undoing of a ot of this
sort of -- you know, we call it surveillance now -- they called
it screening back then -- is that the public looks in at the
guestions and practices, and they think that it's unacceptable,
that some of the things that get asked are unacceptable, and he
gives a lot of interesting exanples which currently would seem
really outrageous, but | think probably at the time to the people
doing it, it didn't seem so outrageous.

So ny -- to pull all this together, what [|'m

really suggesting is that | think piloting of this has to include
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piloting with the general public -- 'cause, you know, if there
cones a tine when the general public feels that people are being
turned away from mlitary service based on findings of this
guestionnaire, this questionnaire wll cone under intense
scrutiny by the general public.

And if there are questions on this that they find,
you know, unacceptable, it could be the undoing of the whole
process. Historically, it has been the undoing of the whole
process. This is not a new idea. It hasn't happened for
i mportant historical reasons. Part of it's technology, but part
of it is, I think, some of the nental health domai n questions.

Believe ne, |I'man advocate of trying to ask those
guestions. M nmmin nessage is we have to ask them in ways that
are acceptable to the general public.

DR HYAMS: Let me just say one of the biggest

issues in Wrld War | was nailbiting which was considered a
reason for denying nilitary service. That's one of the ol der
i deas.

I think Chuck's right. I think there's a

di fference, though, between using data from a question to deny
soneone the chance to serve their country and using that data to
aid your efforts to provide health care and preventive nedicine
while a person is inthe mlitary and after they |eave.

I think it's a different sort of take on the

qguesti on.
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I think in one case you would have trouble asking
the question, but | think, when the questions are being used for
better nmedical care, | think they will be nore acceptable to the
general public.

DR. OSTROFF: W're going to have to try to keep
on schedul e and nmove on.

The next presentation is Dr. Page from the
Institute of Medicine. W thank you for being here.

DR. PAGE: Good norning. I'"'mglad to be here to
address you. | wll be talking about research. |It's the sort of
thing | do.

I'm with a nedical followup agency in the
Institute of Medicine.

You' ve seen these words before, but | need to put

that up to tell you IOMs involvenent in this. It's the 1999 IO

report.

The strategy is to protect the health of deployed
u. S forces, and there's a recomendat i on regardi ng
RAP -- inplenented to collect baseline health data from all
recruits.

e prospectively t est hypot heses about
predi sposing factors, devel opnent of disease, injury, nedically
unexpl ai ned synpt ons.

Now, what | really do is not the sort of |IOM

study. |'ma researcher in one of the few places in the National
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Acadeny of Sciences that actually does research, and up until
recently the Wrld War Il was still big business with us.

One of our longest studies, one that |'ve been
involved with, is the study of history of the health of POWs of
World War |11 and the Korean War.

So what | want to tell you a little bit about
today is about that study and baseline data and how we didn't
have it and how we m ght have used it.

The nost recently conpleted study is based on a
50-year followup, one of the few 50-year followups | know
about . We have alternated nortality and norbidity follow ups
t hrough the years. There have been seven foll ow ups in sequence.

We found an excess of deaths due to heart disease,
l'iver disease, melanona and Parki nson's Di sease.

But the wearliest norbidity study showed that
psychiatric problems were the nbst prominent in [ong-term health
effects of nmilitary captivity.

Some of you may know there were sonewhat in the
nei ghbor hood of 130,000 POWs in Wrld War 11, nobst in the
Eur opean theater. W have separate, independent sanples of
Eur opean, Pacific and Korean prisoners.

The risk factor studies, however, were handi capped
by a | ack of baseline data.

When we began these studies, of course sonething

like PTSD, posttraumatic stress disorder, did not exist as a
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di agnosis. W did, however, study depressive synptons which is
one of the co-norbidities, and we found a risk of depressive
synptons 40 years after repatriation -- was affected by what we
call buffering factors: age of capture, high rate of capture,
| ess chance of PTSD; years of education, higher education, |ess
risk; marital status, married, less risk of subsequent PTSD

But these are probably only proxies for the true
underlying buffering factors, whatever they m ght have been, and
we didn't get a chance to nmeasure them

Simlarly, in the latest nortality study, we found
that cirrhosis nortality was increased in the fornmer POWs, but
we couldn't identify any clear risk factors.

We had ancillary data collected 40 years after the
fact on the alcohol use, and that was probably not a factor.
Actually, these rates of drinking are lower in the POWs,
surprisingly.

But hepatitis mght have been a factor; however,
we didn't have the baseline data for the individual PONs, and so
we could not speculate -- we could only speculate about the
possible roles for these potential risk factors.

So that's sort of the story on baseline risk
factors, and now I'mgoing to switch gears just slightly and say
that there may be ancillary benefits, collateral benefits, as |
call them here.

I'm also the director of the NAS twin registry
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which is a registry of World War Il twins. There are sone 16, 000
pairs originally in the registry, and we've published now nore
than 200 papers in scientific journals on subjects ranging from
schi zophrenia to heart disease and Parkinson's D sease and
Al zheiner's and that sort of thing.

We have undertaken a pilot study, sonmething we'll
call the Current Era Twin Registry, a project taken in
coll aboration with the Arnmy nedical surveillance activity. e
wanted to investigate the feasibility of an active twin registry
inthe current mlitary popul ation.

The volunteer rate of contacted twin pairs was
greater t han 95 percent, but t he cost of
identification -- contacting, registering, was $180 per twn
pair, and ny boss, a fornmer Arny colonel, says that's too high,
so -- what we have done is asked the question, "Are you a
twin" -- be included in the RAP. Now, that makes things a |ot
nore efficient and cost-effective.

I can tell you -- 1 won't say much now unless
there's questions -- that the potential value of twin studies at
DOD remmi ns high, even in the genom cs era.

The classical twin study conpares identical tw ns
with fraternal twins and looks at the correlation of outcone
traits in these two, and based on just those sinple neasurenents,
we can nake sone estimates of heritability and the genetic

i nfluence on -- well, as you heard, many, nany traits.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

58

So that concludes my presentation, and I1'll take

any questions or conmments.

DR  OSTROFF: Thanks. That's a fascinating
presentati on. Let nme ask if there's any questions from the
board, and I'll just point out that we're going to have to try to
speed up the presentations, and so I'll just try to take one or

possibly two questions fromthe board nenbers right now.

DR. HERBOLD: John Her bol d. Bill, you mentioned
yesterday that there's a website that lists all the registries
and studies that the medical followup agency has been involved
in. The board might be interested in using that.

DR. PAGE: | can send that site to Rick.

DR. OSTROFF: |Is there a question?

(No audi bl e response.)

DR. OSTROFF: Thank you so nmuch. I
t hi nk -- Conmander Ryan, return performance.
(Pause.)
CVDR.  RYAN: Well, thank you. I"m privileged to

work with Dr. Hyans and the Recruit Assessment Program project
for the last few years, and |I'll give you a brief update on what
we' ve done out here in San D ego.

I won't reiterate this -- of course, collection of
baseline data has been considered essential for understanding
how -- what people look like when they come in, how service-

rel ated exposures mght affect their health and whether we can do
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early intervention or prevention prograns based on sone of this
basel i ne dat a.

So what we did in San Diego was we wote a
protocol, and that's because we're a naval health research
center, so we really have to do everything we do under research
pr ot ocol s.

W wote a protocol for the pilot project to
i mpl enent Recruit Assessment Program at Marine Corps Recruit
Depot San Diego in February 2000, so two years ago, actually, and
we put that through an IRB, so again |I'm touching on the
sensitive issue here about surveillance and research. But that's
the paradigm we have to operate under at Naval Health Research
Center.

So we put this protocol through the IRB at our own
research center, and it was interesting that after -- the I|RB,
both scientific review and human use review, had no trouble
supporting the concept at all but struggled quite a bit with the
guestion of research, consent and so on.

Qur | RB which responds to BUMED, the Navy Surgeon
CGeneral, considered the project exenpt from consent requirements
and the Privacy Act to be adequate in terns of permission for
recruits to conplete the questionnaire.

The IRB at Naval Medical Center San Diego which
has oversight over the Marine Corps Recruit Depot -- so this is

another IRB -- it's actually another IRB reporting chain that we
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went through with this same protocol -- considered the
project -- this was their term-- surveillance, not
research -- still reviewed it, still supported it, but it was

sort of the sane bottomline that cane out of the NRHC I RB revi ew
which is no consent will be required.

Now, both IRB's continued to review the project
annual ly because it's an IRB protocol, but they have considered
t he protocol under this domain.

After going through the |IRB process, our next
large hurdle was getting acceptance at the Marine Corps Recruit
Depot, and this is actually -- and you got to see them
yesterday -- this is a tough crowd.

I've been to nost of the recruit centers in the
United States, the ten recruit centers, and | consider MCRD San
Di ego probably the toughest crowd.

They really are very appropriately protective of
recruits and recruit tinme, as all the basic training centers are.

This is a very tough group to sell on doing any
projects that would at all put a ripple into the basic standard
of -- standard procedures that they had for in-processing.

So we had to really prove that the RAP program
would not interfere wth the wusual in-processing and, in
addition, had to add tinesaving steps so we had to show val ue.

So all the concerns about needing baseline data

and wanting to do good preventive service and wanting to know
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what people's deploynents, how deployments would affect their
health, and these questions about prisoners of war and so
on -- they did not fall on deaf ears, but the MCRD said, "W
still will not enmbrace this unless you show us that you'll add
val ue right here at in-processing."

So we had at least 12 formal neetings and
nunerous, numerous informal neetings with all of the stakehol ders
at Marine Corps Recruit Depot over quite a prolonged process to
sort of ingratiate ourselves into that environnent, and it was a
good experi ence.

W were able to do focus groups with recruits
begi nning in 2000 and early 2001. The original survey that Dr.
Hyans and others had worked on was |onger -- was about 17 pages
and took about 60 mnutes to conplete. We honed that down in
focus groups to an 1l1-page survey that took 25 mnutes to
conplete. About 20 to 35 minutes was the range.

And, again, the questions were revised nostly for

simplicity -- to make them as sinple as possible.
There's still inmprovenents planned in conjunction
with -- right now with our Arny colleagues who are working at

Fort Jackson.

There are no wonen at Marine Corps Recruit Depot
San Diego, so we weren't able to pilot the wonen-specific
guestions which was certainly an inportant feature.

Now, what do we do to sell this to nake the Marine
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Corps Recruit Depot accept the process? This question about CHCS
registration is the way we sold the RAP project. Al recruits at
the -- historically at MCRD San Di ego have their denographic data
hand-entered into the CHCS system-- that's the conposite health
care system that just allows general nedical care in the |ocal
area network. Each CHCS is a local area network in the military
treatment facility, so all their prescriptions and all their
| aboratory work and all of their care visits are recorded in the
CHCS system and have to be registered to even be able to have
that care initiated.

And so that was all being done by hand, right at
i n-processing and was quite tine-consumng. W said, "Ww, we'll
have denobgraphics as part of this database; why don't we just
link these denpbgraphics into CHCS and zip, autonmate the
registration, and we'll save you lots of tine."

And they loved that idea. O course, it's not
that easy to do. Great Lakes was able to do it years ago with
the SHI P system but was not able, unfortunately, to reproduce how
t hey had done that.

(Laughter.)

CVMDR.  RYAN The folks who had created that
link -- CHCS is very unique sort of software system with nunps
progranming -- you know, it's not a tough code to crack. | don't
understand how those fields get filled, and Geat Lakes

unfortunately was not able to retrace their footsteps and tell us
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how t hat |inkage had happened. It works at G eat Lakes, but they
weren't able to reproduce it for us at MCRD San D ego.

So we contracted with a group called Integic, and
they use -- it's a software system and AMOBJICS (ph) and -- |
only know enough to be dangerous to say the words that actually
al l owed the connectivity of a database that ours is maintained in
that standard -- Access system-- Mcrosoft Access systemto the
CHCS system and automate nini-registration which allows recruits
to begin their nedical care at the Marine Corps Recruit Depot.

And that was actually quite a process to get
approval s and so on, to get that to work.

But we ended up being quite successful, and it
wor ks.

What happened with that is that we now have nini-
registration of all recruits into the CHCS system and it saves
at least one FT -- at least one full-tinme person, probably nore

than that, at the Marine Corps Recruit Depot. So, of course, the

clinic staff is delighted and actually -- they sort of regrooved
that FT, if you will -- that FT quickly assuned other jobs, and |
remenber that -- about a few weeks after RAP had started there

was concern that there would be about a week where we woul dn't be
able to do the nmini-registration, and the Marine Corps Recruit
Depot said, "You can't do that; that's not possible. Nobody can
hand-enter these recruits in CHCS," whereas it had been | ess than

a nonth that that person had been hand-entering recruits into the
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CHCS system

That person was already gone. They had al ready
begun relying on the RAP systemto automate that registration.

O her things that are nice side effects of
this -- when recruits are seen for care, of course their care is
speeded up because they don't have to wait to have the
regi strati on done, and we can create some standard fornms. This
is really sinple stuff, but you can create standard |aboratory
forms, nmuch as Geat Lakes does, that speeds sonme of the
processes that recruits go through.

It's sort of sad to see, in this day and age,
recruits hand-entering their nane and SSN on a nillion pieces of
paper at in-processing, and we can automate that just by
connecting that database to whatever forns need to be filled out.

Now, there's a little footnote there at the bottom
that tal ks about data quality being inproved in CHCS. This is
something that | don't conpletely understand, but the fol ks at
the hospital -- at the Naval Medical Center San Diego who have
purview over the CHCS system here locally were quite concerned
about us messing with the CHCS system

Even though the end product 1is still 25,000
registered recruits, they were quite concerned that, when we
automated that, we m ght sonehow ness up the data.

It turns out that the data are actually quite

i nproved and that synchronization of records to DEERS is now 100
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percent where previously it was less than 50 percent, and the
folks in the basenment of the hospital who run the information
systens are delighted with this outcone which is also nice for
us, even though, again, it's not sonething that | think any of us
under st ood about DEERS synchroni zation, though Commander Wah may
be able to speak better about those things, Comander Wah havi ng
CHCS experti se.

So where are we right now? Well, we're off and
runni ng. Those are our recruits at MCRD San Di ego.

In June 2001, al | recruits began bei ng
automatically entered and having all of their RAP data filled out
on our original RAP survey which we are maintaining the data from
in a large Access database that we nmmintain securely locally at
Naval Health Research Center.

The other nice outcone of this is the relationship
bet ween the Naval Health Research Center and Marine Corps Recruit
Depot was actually strengthened through all of this process
because they have a natural -- probably justified -- suspicion of
researchers getting into the basic training center, and this
relationship was a nice outcone, that the Marine Corps Recruit
Depot actually -- saw a nice product from the relationship and
feels like they're contributing to this inportant RAP program

I'"m not going to speak about where we are today.
Conmander Young has done a wonderful job assum ng ownership of

the Marine Corps Recruit Depot project for us and will tell you a
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l[ittle bit nmore about what we've seen particularly in those data
inthe first six nonths or so of inplenmentation.

DR, OSTROFF: Thanks. Let's nove on to Commander
Young.

CVDR.  YOUNG Good norni ng. It's been ny
privilege to join the staff at the DOD Center for Deploynent
Health Research this past October and to be able to speak to all
of you about the inplementation of the Recruit Assessment Program
at MCRD San Di ego.

As anyone w th experience with boot canp knows,
recruit in-processing also involves long waits in |lines.

The RAP questionnaire can be conpleted under a
vari ety of circunstances.

RAP does not need to be admnistered by trained
personnel. The drill instructors pick up the questionnaires from
our staff, and sonmetine in those first few hours after the
recruits come to MCRD to the receiving area and before they have
to start in-processing at the branch nedical clinic the next
nmorning, they fill out these surveys.

The questionnaire is short enough not to interfere

with the business of nmaking recruits into Mrines. It takes 25
mnutes to fill out.
As | said, the drill instructors then turn in

stacks of questionnaires to our staff which consist of 1.5 full-

ti me equival ent workers and here you see the .5 about to --
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(Laughter.)

CVDR. YOUNG, -- guestionnaires with the
i ndustrial strength paper cutter.

They scan -- we take care of 400 to 500
guestionnai res a week.

Here the despined (ph) questionnaires are being
scanned.

In here, the questionnaires are being verified.

Before | get into some of our frequency data, |
want to let Dr. Page know that we do know that 2.3 percent of our
recruits say they are a twin, a triplet or one of a nultiple
birth set.

Ni nety-one percent of the recruits are born in the
u. S This slide shows where the remaining nine percent born,
with three percent com ng from Mexico, 1.5 percent born in Asia,
1.2 percent Central or South Anerica, another one percent in
Eur ope.

Qur original questionnaire listed separately the
United Kingdom and the Republic of Ireland, and in our new
revi sed survey we've conbined it all as part of Europe.

The Pacific |Islands, Canada, the Caribbean and
Africa all account for less than one percent, and the category
"ot her" accounts for one percent.

This shows a racial ethnic background with 64

percent bei ng Caucasi an, another 22 percent Hi spanic, six percent
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African- Anerican, three percent Asian, two percent Pacific
I sl ander; two percent Native Anerican or Al askan Native.

As of Septenber 28th, we changed our coding. e
initially could only take the coding for one race, but as of
Septenber 28th we accept the coding for multiple conbinations,
and we're finding that one percent of our recruits are
mul tiracial with various comnbinations.

This slide shows the furthest educational |evel of
our recruits. Less than one percent have |less than a high school
education; 2.6 percent have received their GED; 77 percent have a
hi gh school graduate diplom; another 18 percent have sone
coll ege; 1.3 percent graduated fromtechnical or trade school; .5
percent graduated from a four-year college or wuniversity, and
what you don't even see at the bottomis the four recruits out of
the 12,816 who have conpleted a nmaster's or higher postgraduate
degr ee.

This slide shows the response to the question,
"During your last year of high school, how nany sports or
organi zed physical activities did you participate in?" Nearly 40
percent marked "none", and then 28 percent one, 21 percent two,
and nearly 13 percent three or nore.

Questions like this are of interest to MCRD where
stress fractures are a conmmon problem and so it wll be
interesting to correlate questions like this.

Qur Arny friends at CHPPM al so suggested that we
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add anot her question asking for how rmuch weekly aerobic, sports
or physical activity do you participate in, and we added this
qguestion in the new version of the questionnaire.

Let's see -- these are nore exanples of RAP data
fromMCRD. One third of recruits say they have had no al cohol in
the |last year; 87 percent say they have never driven a car after
drinking al cohol; nmore than 60 percent say they are nonsmpkers
nore than 60 percent say they have used condons the last time
they had sex, and 60 percent say they always wear seatbelts when
riding or driving in a car.

Judging from this slide -- the antitobacco groups
are not doing too bad of a job of discouraging cigarette snoking.

About 60 percent of recruits say they have never snoked
regul arly. O the remaining 40 percent, we see that nearly 30
percent have had their first cigarette before age 18, five
percent by age 13, another nine percent by age 15, a big increase
in those problemyears of ages 16 and 17.

Then it goes down between 18 to 20 -- and at 21 or
ol der it's one percent.

In contrast with the previous slide on tobacco,
this slide shows age of first alcohol drink. More than 60
percent of recruits have had al cohol before the age of 18 with
nearly 13 percent by age 13, another 19 percent by age 15, again
a big junp in those problem years of ages 16 and 17, decreasing

as they get older, and 19 percent of recruits say they have never
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had al cohol .
This is a question that mnmight be wuseful in

determning the nunbers of recruits that may be at risk for

al cohol problens. The question is: "How nmany tinmes do you have
six or nore drinks at one sitting?" Si xty-ni ne percent
responded, "Never." Twenty-four percent responded, "Mnthly."
Seven percent responded, "Wekly," and .6 percent responded,
"Daily."

I n another question on the survey, 13.8 percent of
recruits say that they have a biological nother or father with an
al cohol problem

So alcohol use is definitely an inmportant data
that we want baseline data on.

On the sane lines of asking about first tobacco
and first alcohol, the survey asks about age of first sexual
intercourse. This chart mirrors the one before on first al cohol
with more than 65 percent of recruits having first sexual
i ntercourse before age 18, nore than seven percent by age 13,
anot her 22 percent by age 15, and another 36 percent again in
those problem years of ages 16 and 17, decreasing as you get
ol der.

Like 19 percent of recruits have never had
al cohol, 19 percent of recruits have never had sex.

Besides the sensitive questions on  sexual

intercourse, the questionnaire also asks sensitive questions on
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fam |y dysfunction.

Over 42 percent of recruits come from famlies of
di vorce. Although two thirds are raised by two parents, a third
are not. DMore than a quarter of our recruits are raised by one
parent, two and a half percent by a grandparent, and the
remaining three percent are raised by either other relatives,
foster parents or guardians or other situations such as in group
hones or institutions.

More than five percent say that growing up they
felt mstreated enptionally; nore than three percent say they
felt mstreated physically, and nore than one percent experienced
sexual abuse.

This graph shows the conpletion of survey
guestions fromthe beginning to the end. The first drop that you
see below the 90 percent mark is related to the work history
series of questions. That's in Section 3, question 2, where they
are asked if they had exposure to dess (ph), funes, asbestos,
i nsecticide, ionizing radiation.

The second level drop is for the "Are you left-
handed, or are you right-handed" question. [|'mnot sure why that
is, but we decided to add the option "both" on the new version of
the questionnaire in case we're mssing the anbidextrous
recruits.

The next big drop that goes all the way down there

is for the |ongest question on the survey which is in Section 5,
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guestion 6, and that's the one asking, "Have you ever had trouble
with any of the following in your entire life" and lists 23
options.

In the new version, we've reworded the |ast option
from "l had no trouble with any of the above" to "No, | have
never had any trouble with any of the above," and we're just
hoping that they notice it nore and check that off rather than
ski pping the entire question

In the last drop that we see -- for the last two
pages of the survey -- it's hard to say if the recruits are tired
at this point or if they want to avoid answering the sensitive
guestions that we ask about famly dysfunction and physical,
enmpotional, sexual mistreatnment in this section, but we've changed
the format of the last two pages of the questionnaire in our new
version, and we | ook forward to seeing how things go with our new
versi on of the survey.

Ww -- the yellow really shows up here. Thi s
graph is a graph that shows CAPA (ph) statistics, retest
statistics. It's different fromthe one in your handout, and it
just shows you that we're keeping our stats fol ks busy with these
anal yses. They' ve done three anal yses so far.

The one in your handout shows the CAPA statistics
for the 47 recruits in platoon 1037. They're the recruits that
we have photos taken of at the beginning of ny presentation

W wanted to have surveys to do test/retest
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statistics, and we also wanted to have photos of them actually
taking the survey since the DI's have the recruits do the surveys
and we don't even seen themnornally taking the surveys anynore.

So your handout shows their CAPA's for the various
sections of the survey.

The overall CAPA statistic has been .84 in your
handout, and that's strong.

In other anal yses, we've had CAPA' s even closer to
one.

To summarize, a lot of these points have been made
bef ore. W fully integrated RAP as of June. The drill
instructors provide RAP with nmininmal destruction of training.
The initial test/retest results | ook strong.

| like to end with this slide which is one of the
signs at the branch nedical clinic at MCRD for those who m ssed
the tour or mssed seeing this sign at MCRD.

I'd just like to say that the Mrines are very
strong on suggestion. The boot canp of today is kinder and
gentl er probably than boot canp of old, but as MCRD San Di ego and
a few of the Army boot canps are the last of the all-male boot
canps, they probably are closest to the traditional boot canp,

and change is not always a welcone thing, but RAP has been

enbraced at MCRD San Diego. It has been successfully
implenented, and | think it is feasible to be inplenented at
other recruit training centers, and that's all | have to say.
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DR. OSTROFF: Thank you for doing a tremendous
job. I'msure it wasn't the easiest of circunstances to get this
up and rolling.

Wy don't we take one or two questions, and then
what we're going to do is we're going to take our break a little
earlier than on the schedule, and then, when we return, we're
going to shift the schedule around a little bit and break the

presentations and have the good Dr. Gabenstein give us his

updat e.

DR. SHANAHAN: Denni s Shanahan. Al though this may
become clear to ne by the end of the day, 1'd really like to
throw out a general background question, and that is -- |I'mvery
i npressed with RAP, nunber one, but | think it's basically as

good as the continuing surveillance program

I'"'mhaving a little trouble understanding how all
this integrates together over a long-term surveillance,
particularly with the comment CHCS is a local program and how
does this kind of thing interfere with DEERS because clearly the
objective is to follow the recruits through their military career
and perhaps even beyond. So I'd like to know in general terns
how t hat i ntegrates.

The second question | have is: How are we @oing
to be capturing officers?

DR. OSTROFF: I guess maybe | can comment that,

when we have sone of the subsequent presentations, it mght be
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quite a bit clearer than it is, so maybe we can hold off on that
poi nt .

DR. POLAND: What is the reading level required to
fill this out, and what is the range of reading levels in the
recruit accessions?

CVDR.  YOUNG That's a good question. We think
t hey' ve been having no problens, really, with getting through it.

Can you hel p?

CVMDR. RYAN: To get in the service, it's supposed
to be m ni mum sixth-grade reading level, and this is supposed to
be a sixth-grade reading | evel survey.

You know, you might |ook at sone questions and
debate that, whether or not that's truly sixth grade, but as near
as we can tell, that's what we're aining for, and again you're
supposed to be at the sixth grade reading level to come in the
service. I think there are probably exceptions to that rule as
well, but that's supposed to be the ninimm requirenment for
anybody to be even sitting in front of us.

DR. POLAND: One other thing -- it wouldn't matter
at all to the person taking the survey, but because this survey
will get shown in a variety of venues, there are nunerous
grammatical errors throughout the survey that mght want to be
corrected.

DR. OSTROFF: One nobre question

DR CLINE: Barney dine. Has there been any
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t hought given to testing/retesting on an anonynous basis to get
at sone sense of reliability to responses -- to particularly the
nore sensitive questions?

CMDR. YOUNG  Qur tests/retests have been -- have
not really been a formalized sort of a process. As | kind of
nentioned with the group that we took photos of, it was an
opportunity for tests/retests.

O her testing that we have done has happened when
the DI's were rushed for sone reason and the first set of
guestionnaires weren't conpleted, and then we haven't retaken it
again where they had nore tine to conplete the questionnaire.

I think it's sonething we could consider, though.

DR OSTROFF: Let ne just have Commander Wah nake

a comment, and then we'll take our break.
CVMDR. WAH.  Thank you very nuch. ' m Robert Wah
from the TMA |Informati on Managenment Directorate. I just wanted

to take a nonent to answer the question about CHCS-1 and DEERS
and also use this as sort of a teaser to make sure people stay
for ny talk.

(Laughter.)

CVDR.  WAH: Peopl e nentioned CHCS-2 a nunber of
times, and CHCS-1 is much different from CHCS-2, so |'m just
going to tal k about CHCS-1 very quickly.

When you talk about using the RAP to integrate

into CHCS-1, all they're doing is doing a mni-registration which
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is the denographic information about the recruit -- nane, rank,
serial nunber, address, and stuff l|ike that.

CHCS-1 is an order-entry results-retrievable
system It isn't really a clinical record other than the fact
you can put their prescriptions in, order their |abs and get the
results back fromthat.

So it's not a full integration for nedical records
other than the fact that it saves themtinme to be able to insert
this denpgraphic information so they can begin doing the order
entry and results-retrievable imediately. | just wanted to make
sure that was clear.

DEERS is the eligibility systemthat the mlitary
uses to nmake sure people are eligible for everything from health
care to conmi ssary privileges, and that is a whole 'nother topic
of discussion, so that question |I'm going to have to answer
offline, but | wanted to make sure it was clear that people
under st ood, when they talk about integrating RAPs with CHCS-1 at
MCRD, what they're doing is entering the denmpgraphic data into
CHCS-1, not the clinical data.

As far as CHCS-2, stay tuned for that.

DR. OSTROFF: Thank you. We're going to go ahead
now and take our break, and let's try to be back pronptly at
9:15, and we'll get back into the program

(A break was taken.)

DR OSTROFF: Col onel Grabenstein, sonetinmes |
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think we should give you frequent presenter points or something
like that. But it's always good to see you and al ways good to
hear from you.

LT. CO.. GRABENSTEIN. | appreciate the invitation
to cone back and present. | had occasion to revisit sone of the
presentations we did for the ACCP and the AFEB in the fall of
'99, and they were data-driven; they had lots of numbers on them
They did not have very many years, volumes and page numnbers of
publications, and one of the delights this time is going to be to
show you a series of those.

I'"'m not going to talk about -- obviously, since
the board last net, we've had the outbreak -- the Anthrax attacks
al ong the Eastern seaboard, and |I'm not going to dwell on HHS s
predom nant role in dealing with that, but | do want to talk
about -- in very short order -- the use of the Anthrax vaccine,
the offering of the vaccine in Decenber in the Hart Building for
the postal workers and the others, the AM building in Florida
and the other sites.

And just to sumarize it on this slide, this slide
has one set of data and a whole |ot of speculation on it, which
is rather enblematic of where we were back in Decenber.

This red, solid line is the data, and it cones
from a Rhesus nonkey challenge study back in 1956 where the
nonkeys were exposed to about 100,000 spores, roughly two LD

50's, and then there was tracking of the residual spores in their
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| ungs.

And as you can see, at day 60, there was very
little, and this is one of the pieces of evidence that went into
t he 60-day antibiotic duration policy.

I have -- this is a logarithmc graph, and I'm not
attenpting to lie with statistics -- this is the sanme data on the
I i near graph.

But then o and behold we cane to understand the
Canadi an |l etter-opening experiments in Suffield, | believe -- or
Sheffield.

DR. VWH TEHEAD: Sheffield.

LT. CcaL. GRABENSTEI N: Sheffield -- thank
you -- Canada -- which suggested that the opening of an envel ope
that a person might be exposed to as nuch as 3,000 LB-50's, and
so, if you assune parallelity and you assune that the nonkey data
applies to humans, you can get these dotted |ines.

And so the issue -- of course, in Decenber -- was
at the 60th day, if the exposure is that nuch higher and those
"if's" apply, then how many residual spores are in the lungs of
t hese peopl e?

And the other synbolic aspect of these parallel
lines is, | think, that, even within a building, depending on how
cl ose you were to that envel ope, you could have had a variety of

exposures to the spores.

So | was confronted with or enraged by the
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newspaper headlines <calling the offering of the vaccine
experinmental, and so we devel oped this slide, and so -- you know,
is the use of the Anthrax vaccine -- is Anthrax vaccine |icensed
was the what we called the pivotal question, and we said the
simpl e answer of yes, it was |icensed in Novenber of 1970, but to
get to the fuller story of sonme uses, sonme products, sone ways
it's licensed and sone wuses, sonme products, sone ways it's
i nvestigational, we devel oped this matri x.

The pre-dose use of the vaccine, six dose -- pre-
exposure use of the vaccine, six doses licensed, post-exposure,
three doses off-label investigational, but not experinental in
the classic scientific sense.

At the tine in Decenber of '01, the renovations at
Bi oport (ph) had not yet been approved, so at that day, that
nonth, Bioport's facilities -- the use of product from those
facilities was investigational, but as you know-- or as |I|'ll
show in a nminute, in January the FDA approved those renovati ons,
so we're back over into this colum with the facility.

And then the -- each lot is released one by
one -- lot FAV-603 was what was offered to the congressional
wor kers, the postal workers and the others.

In Decenber, it was an investigational |ot because
it had not been released by the FDA, but that sane lot in
February of '02 is a licensed release ot as far as that goes.

So the nmany steps to getting a vaccine, a vaccine
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manufacturing plant and a vaccine process approved by the
FDA -- this chart did not used to all be checked in, and there
have been a variety of steps that have taken quite a |ong period
of time to get acconplished.

But we now have the revised potency test, FDA's
standards, the renovations in -- in Lansing at the manufacturing
plant itself, the contract packager and filler, Hollister-Stear
(ph) in Spokane, these post-marketing commitnents are the extra
SOP's, the extra data that the FDA is asking that be fulfilled
and both parties have agreed to.

Stability studies, revised package |abeling, and
rel ease of the exhibit or consistency lots -- that l|ast bullet
goes to -- | use the term "The proof is in the pudding." In
order to get your plant approved by the FDA, you have to show
that you can produce three consistency lots, and that's what has
been rel eased by the FDA

| believe 1I've shown this slide before to you.
These are the independent reviews by civilian physicians and
scientists of the safety and effectiveness of the vaccine.

It's here this tine to show that we are about to
change the color of this bottombullet with the inpending rel ease
of the Institute of Medicine report that began back in Cctober of
2000.

These are the nmenbers of the Institute of Medicine

Conmittee to assess the safety and the effectiveness of the
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vacci ne. | suspect many of you know them personally. They are

quite em nent scientists.

The conmittee nmet in four public
sessions -- Cctober, January, April and July. They had a cl osed
session in Novenber. They decided, as | understand it, at that

point they did not need to hold further neetings and so decided
to begin their report-witing and revi ew process.

Their final report is finishing review now, and we
expect that it may be publicly released in the early part of
Mar ch.

I don't know the contents of the report. I do
know from having attended each of those public foruns that they
asked questions very much like the questions that you all have
been asking but nmany nore of them and nany of the sane questions
we' ve asked ourselves. W think that the approach that they've
taken has been quite consistent with the approach that we've
taken in searching for evidence-based indicators of the safety
and effectiveness of the vaccine, so we eagerly await their
report.

This is the litany -- with the years, volunes and
page nunmbers attached.

There was a handout, a 32-page handout with a one-
or-two- page synopsis of each of these safety studies, and you see
the title here -- the title here on the left axis or |left

margin -- the nunber of vaccine recipients, let alone -- ignoring

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

83

any control groups or placebo groups for the particul ar studies,
and then the publication status.

W're grateful to the editors of Vaccine for
accepting quite a series of these. W have prelimnary reports
from Tripler (ph) in Korea in the UWAR, and there are full
manuscri pts being prepared as well.

The Anthrax vaccine expert conmittee which reviews
the VARES (ph) reports has had its publication or its first

year's work accepted in Pharnmacoepi denmi ol ogy and Drug Safety, a

variety of other manuscripts in progress, but we're making great
strides in getting the -- getting this data into the peer review
literature.

I don't have any twin studies anbng those, so if
anybody has any data sets involving twins, we'd be happy to enter
theminto the collection as well.

(Laughter.)

LT. COL. GRABENSTEIN. One of the studies |I'mkind
of pleased with as being a little bit novel is an analysis of
flight physical exami nations at Fort Rucker -- that are housed at
Fort Rucker, Al abana. This is the periodic flight physical
exam nations, long or short, from every Arny air crew nenber --
heli copter pilots, primarily, and their professional colleagues,
and so one of the analyses is a matched pairs analysis of 3,300
vaccinated air crew and another 3,300 unvaccinated air crew

mat ched on age, gender, and other factors.
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And we found, based on each of the paraneters that
you see here, physiologic paraneters, no difference between the
vacci nated and the unvacci nated groups.

These are essentially the easy quantitative data
that was nost readily available, and we'll continue to delve into
this database in even greater detail over tine.

We have -- as many of you know, there is an effort
underway to evaluate a change of route of adninistration of the
vacci ne from subcutaneous to intranuscular, reduction in the
nunber of doses from a six-dose series to perhaps five, perhaps
four, perhaps three doses, and a change in the booster dose
interval fromone year to perhaps two years or three years. This
is a double-blinded, randoni zed, placebo-controlled trial of
about 1,600 vol unteers.

Dr. Poland nmay wish to -- has been on nore of
these conference calls lately than | have been, but his is one of
the sites here at Mayo i nic.

They have added an additional site, | think, since
the last tine | presented to you. They've added the University
of Al abama at Birm ngham recruitnent of the first volunteers
expected next nonth, and then it's a 43-nmonth study from the
st andpoi nt of the individual volunteers with the final data being
collected in late 2006 or early 2007. And |I think I've covered
that as well.

There's also -- there are animal conponents to
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this group of studies that will involve -- establishing what the
clinical correlative protection is in a variety of species that
we hope to correlate to hunmans.

These are the studies that continue, and so we

have the dose-reduction route change study. The AVAC (ph)
continues its work. It's now up to about 1,800 VARES reports
revi ened.

And what's been interesting, | think, in follow ng
that process is each of the cells seens to grow arithnmetically as
nore reports are reviewed, but the character or the concl usions
reached upon the review has not fundanmentally changed. They have
their eyes w de open, of course, but it has been effectively nore
of the sane.

Reproductive outcones, we continue to research.
Naval Health Research Center has a project underway with its
birth defects registry.

W have a project Ilooking at the wves of
vaccinated nen from the Center for Health Education Studies at
Fort Sam Houston, and we are developing what we call a wonen's
heal th dat abase project focused on Walter Reed to get essentially
every gynecologic and obstetric visit and a wide variety of |ab
tests and what have you all into one integrated dataset to which
we can apply i munization data and assess as well.

A set of long-term retrospective studies -- the

one I'lIl nmention is an effort at USARIEM U S. Arny Research
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Institute for Envi r onment al Medi ci ne, | ooking at their
di scharge -- disability discharge database using the -- what they
call the Tate-Hodd (ph) database.

The prelimnary report shows that the odds of an
Ant hr ax-vacci nated person developing a -- or receiving a
disability discharge is one fifteenth that of wunvaccinated
peopl e.

That's the prelinmnary data. W've got some nore
sel ection bias ruling out to work out. W don't have the playing
field quite level there, we don't think, but no indicators
of -- perhaps nmore neaningful is that the list of reasons for
di scharge are not fundanentally different from the two groups.
That is perhaps the nore neaningful prelimnary finding, but that
work will continue at a proper pace

W have several ©prospective studies underway
involving the Arny Medical Surveillance Activity, NHC, Fort
Rucker and NHIC again with the mllennium cohort study as we've
referred -- various people have di scussed previously.

And then, at the FDA's request, we are going to
perform some serologic studies to | ook at whether the deferral of
Ant hrax vaccinations during this vaccine drought that we just
went through nmarkedly affects imunogenicity wth respect
to -- in contrast to the standard dosi ng schedul e.

So with the help of our colleagues at USAMRI T

(ph), working on the design for that and at this point we're
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searching for the proper site to conduct the project.

So where are we now? This is the current status
of Anthrax vaccinations delivered. Five hundred twenty-six
t housand people received at |east one dose in about 2.1 million
doses.

As you can see, the differential here between
people currently drawi ng paychecks -- active or reserve -- and
t hose who have conpletely left our system this archive group is
beginning to grow as time has el apsed so that these bars reflect
the people currently in service -- as we go.

So where we stand is that the Departnent of
Defense is in the process of staffing -- up to M. Runsfeld for a
deci si on.

In ny words, how far, how fast and how broadly to
resune vaccination -- it's basically using a zero-based approach
to the decision-nmaking, and so he's being presented with five
options, one of which is post-exposure vaccination only,
vacci nation for special-nission units and research only, which is
essentially our status quo at the nonent.

And then the next three are -- for those of you
who knew our phasing terns, this is essentially our phase 1,
vacci nation of personnel going to or having returned from high-
risk areas -- phase 1, or an end state of vaccination of forces
nost likely to deploy which would be phase 1 and phase 2 in our

original plan or phase 1 and phase 2 and phase 3 vaccination of
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the total force as the option's being presented to him

As we approach resunption, we are cognizant of the
need to pay very close attention to four issues, the first of
which is -- results from a finding from the AVEC -- Anthrax
Vacci ne Expert Conmittee -- of people looking for the |argest
subcut aneous target being the area over the triceps, the vaccine
causing swelling, the swelling causing pinching of perhaps the

ul nar nerve, and so, as you see over here in this poster, way

over here on this board -- and | have about 30 copies of this
with us -- we've developed a poster on injection technique
generic to all vaccines but which calls for -- as well as other
docunents -- going to -- admnistering the wvaccine in the

subcut aneous tissue over the deltoid region rather than over the
triceps region.

We are cogni zant of the need to take great efforts
to avoid vaccinating wonen who are pregnant or who mght be
pregnant, so each of the surgeons general is in a process to
conmuni cate that to their health care providers in the field, the
screeners, the imunization givers to make sure that we've taken
adequate steps to counsel wonen of the need to avoid -- to defer
the vaccine in the case of pregnancy and to avail the wonen of
the opportunity to get a pregnancy test if they wish to do so.

W also are aware of the need for greater efforts
at -- or attention to the precision of vaccination -- of

vacci nation dates entered into the inmnunization tracking systens,
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all of the -- it was especially clear with some of the pregnancy
analyses that the -- that the degree of precision of date of
vaccination in relation to date of conception or date of
delivery -- is extrenely crucial to the -- to doi ng good sci ence.

And so it's a question of putting the effort into
maki ng sure that a good job has been done.

| had promised Dr. Ostroff and others of the board
that we would perform a review of each of the immunization
tracking systenms for human factors for the wuse of those
data -- those software systens using default dates, defaulting to
today for the date of vaccination which seens like a nice |abor-
saving device but bears the problem if -- if vaccinations were
gi ven | ast week and someone is catching up with entering the data
into the electronic systens, if they don't pay attention to
changi ng the date fromtoday back to whenever the shot was given,
it can lead to error.

And so we've done a review of each of the
i muni zation tracking systens screen by screen; we'll Dbe
providing that feedback to the data managers, to the informatics
people so that they can take that into consideration into

refinements of their systens.

One of the things we've never done -- we probably
will have sone nmanner of audits -- of these precision of
dates -- the details there are still being devel oped.

One of the things we have never used nuch in the
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dat abases -- and therefore don't know how reliable the coding or
the data entry has been is the nedical exenption fields, so
that's another thing I want to pursue as well.

And then the quality of education -- we had an
unprecedented informati on canpai gn back even as early as 1998.
It was not enough, and so we have gone through a process of
enhanci ng, revising video products, Power Point files and
multiple, multiple channels of comunication

And then one other issue that specifically relates
to the board is the question of acceptance of prior doses in
terms of deferral of schedul e.

So what we -- from the terms perspective, the
question is, do | have to start over?

And the answer is no. Wat we wuld like to say
very plain and sinply is every previous dose you' ve gotten
counts, and that is consistent with previous AFEB reconmmrendati ons
with one exception. Back in April 1998, the board had
recormended that, if there was one dose given and a gap of two
years, that that dose 1 be repeated, and we are interested in
whet her or not the board would be willing to lift that cautionary
step and sinply | et us count every previous dose.

This is already a six-dose series. The w ndow of
vulnerability is about two weeks between doses 1 and 2, and all
of the -- all of our scientific advisors are recommending this

step to us.
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So I'Il stop at this point and see what questions
t he board m ght have.

DR. OSTROFF: Let's take a question or two, and
then you al so have to give us a presentation on snall pox.

Let me turn to Dr. Wnkenwerder and ask himif he
has any coments. This was obviously one of the nost
controversial and difficult issues that we dealt with over the
| ast couple of years, and now with the approaching resunption
we'd be interested in some of your thoughts.

DR W NKENWERDER: First of all, let me just
conpliment John for an outstandi ng sumary/overvi ew of the whole
matter in bringing everyone up to date on all the work that has
gone on for the past nmonths and years on this issue.

This is indeed a tough issue from the standpoint
of the variety of opinions and feelings and alnost religious
belief in some quarters about this vaccine.

At the end of the day, we have to nake a
decision -- | have had to make a decision that rests on data,
rests on science, and it cones down to, is this vaccine safe, and
is it effective? You know, the basic questions that FDA
addr esses.

And, of course, they have nmmde their judgnent in
terms of licensing Bioport, and of course we have to nmke our
judgnent based on all the -- obviously that as a foundation,

rockbed foundation of the policy, but then going even beyond
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that, | think, to look at all of these studies, all of this
i nf ormati on to dr aw sone concl usi ons, even Wi t hin
DOD -- obviously having to play to a lay |eadership audience,
it's inmportant to speak with facts. It's inportant to take the
nystery out of this to the extent that it is there. It's
i nportant to take the anecdote out and to present the science and
the information.

W' ve done that over the past couple of nonths in
terms of vetting (ph) the various different policy options that
John has described here that | had to ask people involved in the
program to come up with a variety of options that we night
pur sue.

But we start really again to go back to "lIs this
safe and effective?" And we've drawn the conclusion yes, it is;
yes, it offers protection, a layer of protection that we would
not ot herw se have.

So with that a starting point, then the question
really is -- it becones an issue of how to define those at risk
and where to protect people that we believe might be nost at
risk, and also this time around we've got the consideration of
donestic honel and security and the civilian popul ation.

So we have been in constant conmunication with
people at the CDC, with the FDA and with the | eadership at Health
and Hunan Services, and they are in a sense part of this -- this

is not just a DOD approach; certainly it's a DOD policy, but it's
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enbedded in a national policy and approach, and that is to say
that yes, this is a safe and effective vacci ne for prevention.

W believe it's safe from the post-exposure
si tuation.

We've got nore work to do to get out of an |&D
status to get to a license status for that use.

And so we're noving things along, and | think have
gotten a very receptive audience anong the nilitary I|eadership
and anong the civilian |l eadership right up to the secretary who |
know is -- knows generally about the matter, but we're literally

on the issue of noving forward here.

Qbvi ousl vy, an i mport ant t hi ng t hat we're
interested in as well as -- that John referenced -- is the
Institute of Medi ci ne st udy, and it woul d be -- we
certainly -- in the direction that we nove, we wouldn't want to

be at variance with anything that they would have to say. That
would be a sort of colanbitous (ph) situation if they were to
have grave concerns or even, you know, significant but minor
concerns.

What we are informed of at this point is -- I'm
not given any reason to believe that there are going to be mgjor
concerns or even ninor concerns, but we'll wait to see
what -- and | haven't seen their report. They will share it with
us before noving forward to share it publicly.

But -- so we've got these -- a couple of |ast
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touch points, if you will, before we nove forward, but we think
that these options lay out to -- the various approaches and
whatever we do, | think everyone can be assured that we're

focused on trying to do the right thing, and I think we will do
the right thing.

DR. OSTROFF: One question that | had asked when
we - -

DR. W NKENWERDER:  Yeah.

DR. OSTROFF: -- were all on the phone a coupl e of
weeks ago is the degree to which any of these policy options
woul d be driven by vaccine availability. | don't know if you can
comrent on how much --

DR. W NKENWERDER: Ri ght .

DR OSTROFF: -- vaccine wll actually be
pr oduced.

DR. W NKENVERDER: Wl I, let me just say this. |
think that our -- in the past, we've been in the unfortunate

situation of having the supply of vaccine or ability to procure
the vaccine drive the policy. W'd like to be in the other
position where the policy drives how nmuch vaccine we need or
want .

And that would apply for other things -- the
di scussion on snallpox or even the discussion we had yesterday
with adenovirus. | think the goal is to have a policy that nakes

sense and then to create the supply and the distribution that we
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need to support that.

But that said, we have to at the sanme time be
practical. In the situation we're in right now, we will -- even
t hough Bioport will be producing, we understand in the range of
two mllion doses in addition to these test lots that they've
produced of about a half mllion doses over the next 12 nonths
and then ramping wup further from there -- practically, we
couldn't vaccinate the total force just because of the
vacci nation schedule and the time. W couldn't do that.

One of the things we don't want to do is -- in all
likelihood -- is to establish a policy that we can't execute on.

And it doesn't nmke sense to do that, and then
there are other reasons why the total force approach at this
point, given the civilian stockpile concerns, also nmay not be the
practical approach to take.

Whet her that becomes an approach at sone |ater
point in tine when some of the supply issues are resolved, that's
anot her question, but we don't have to deal with that today. So
that's how | would answer that question.

DR. OSTROFF: One or two questions before we nove
on. I don't know-- Geg or -- do you have any conmments
about --

DR. W NKENWERDER: I'd be interested in -- yeah,
any comments that people have as well.

DR GARDNER: [|I'm-- cut me off if I'moff base on
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this a little, Steve. It seens to me we're dealing with a
situation -- as you say, where the lay l|leadership is ultimtely
going to nake a very inportant decision here, and clearly for a
di sease as we hope as going to be as rare as inhalation Anthrax,

the safety issues are going to be absolutely prinme, and we've

gone through a rather tough few years, | think, in U S. vaccines
when the disease instance has been zip -- very low, and each
event turns out to be -- the adverse event is magnified.

W -- and | guess the MMAR is recognizing this
week that the -- there is a study going on now with regard to
Ant hr ax vacci ne and birth probl emns.

So | guess this loons very large -- and ny
thinking is -- it's exactly how it will be handled as we nove
forward right now to inplenentation. W should have been able to
put that on the -- a little bit of a back burner, and we won't
have definitive answers, still, for quite awhile, | think, as we
go back and reassess the input and output of that study.

I think that is a significant issue. It will
be -- if we go forward and say, "Let's go a little nore," and
then turn around eight nonths say, "Ch, there's a big problem
here we didn't tell you about" or "we were still |ooking at,"
then | think we are in some trouble.

So | don't have an answer, but 1'd be interested
in thoughts as to that sequence.

DR.  POLAND: I guess a couple of points. One, |
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only wish we'd have had John Grabenstein and AVIP (ph) before we
ever started tal king about inmunizing troops because he's just
done an outstanding job in providing data and influencing in a
very positive way the whol e process.

Your |ast point, John, as all your points are, is
a very inportant one. I wote that recommendation, and ny
recollection of it was: one, we had very little data on which to
make that, so | think it is appropriate to revisit it, and what
data we had, | believe, related to a guinea pig nodel which we've
subsequently learned is a very poor nodel for understanding.

LT. COL. CRABENSTEIN. And it was also related to
the gap between 1991 and 1998 --

DR POLAND: Correct.

LT. COL. GRABENSTEI N: -- when the &Qulf War -- a
seven-year gap.

DR POLAND: So | think it wuld be very
appropriate for us to revisit that last part, and in addition to
not having data that would drive that recomendation, it
profoundly influences the feasibility and the acceptability,
probably, of particularly going with the total force inmunization
pr ogr am

DR. GARDNER: Greg, let nme nake one other point
with regard to this from the advisory comittee inmunization
practices.

In the general reqs, there is the statenent nade
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that we count all previous doses, and the interval not be -- send
us back to base 1.

So the idea of --

DR. POLAND: That's a good point.

DR. GARDNER: -- changing it back would make it
consistent with the general recomendations of ACIP and the
pediatric and --

DR.  POLAND: It's a good point. | don't know of
any vaccine --

DR. GARDNER: Exactly.

DR. POLAND: -- where a longer duration, in fact,
doesn't enhance i mrunogenicity.

DR. GARDNER: Exactly. So unless we had good data
to the contrary, we should go with the standard.

DR. W NKENVERDER: Ot her conments or questions for
me? |1'd be interested in just the general sentinment since | have
not been a party to these earlier discussions.

DR OSTROFF: I mean, ny thoughts about this
are -- | nean, there have been now so many studi es that have been
| ooking at this from a variety of di ff erent aspects
and -- certainly | haven't seen -- and | know ny predecessor,
Mark LaForce (ph) was -- was nuch nore dognmatic about this than |
am -- about the safety of this vaccine.

The problem is, as you go forward, | think, the

next-to-the-last bullet which is the issue of making this
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acceptable to the troops -- and | think that that's an absolutely
tremendous challenge because wunfortunately it developed a
terrible reputation because of a variety of different factors
from the last go-round, and you know, you have to start |aying
the groundwork now for a policy that may be inplenented in the
next couple of nonths to get themin a mndset that's going to
accept whatever policy decisions are nade.

I think the only other comment |'Il rmake is that
one of the things | think we were quite pleased and sonewhat
surprised by was absolutely how effective the antibiotics were in
t he post-exposure setting.

I nean, basically -- and again it's an issue of
how exposed were all these people, but it was 100 percent
ef fective.

And that's sonething that we always have to keep
in mnd, and you know -- as we nove forward -- | mean, | amnot a
particularly strong advocate of, you know, having depl oyed troops
out in the field and thinking about starting a vaccine series
post -exposure, and I'Il just put that on the table. | just don't
think that's the tine to be vaccinating people, and |'ve never
t hought that's the tine to be vaccinating people.

One nore comment ?

DR. ENGLER. Dr. Engler, and I would just like to
add to John's slide about enhanced detention because there are

i ssues for the clinician side of the equation.
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You don't just have to nmke it acceptable to the
troops. You also have to nmake the program acceptable to the
clinicians, and there is a huge problemin that the programas it
was had a one-size-fits-all rigidity that in many ways and many
fol ks' perception interfered with the ethics of clinical care.

Vacci nes are prescription drugs, and the standards
of practice for adverse drug reaction managenent -- vaccines,
just like any other drug, there is a one-to-two-percent rate of
adverse event that you're not going to detect on the
epi deni ol ogi ¢ surveys; they are rare, and | think everyone in al
of the em nent groups that have reviewed it acknow edge that our
understanding of rare adverse events is very poor and needs to
wor k across the board.

But those one or two percent -- a question arises
about continuing the inmunization schedule as is.

As an inmunologist, |I'm going to tell you that
there is in the popul ation hyper-responders. W've seen them
W' ve seen them becone ill. Folks felt pressured by a policy to
continue imunizing, giving oral steroids to block the side
ef fects of sonmeone who is undoubtedly already inmmune.

If we don't have attention to options to

facilitating quality patient care, the program wll not be
acceptable, and the sanme furor that existed before wll arise
agai n.

We see patients who have had cl ear adverse events,
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and they are pressured to continue to be immunized because the
interpretation of the policy is that you nust have exactly as the
package insert where there's no other way have we practiced that
way in the past. In the past, we also had options.

We have no way at the present tinme in the clinical
front lines to neasure whether soneone is a hyper-responder, and
to gather the data to begin to validate some of the clinical
guidelines that we develop, extrapolating from other vaccine
experience.

So the imunization health care component, the
training at the front lines, the enhancing of VARES, | can tell
you that lots of people who have had serious reactions haven't
had VARES filed, and we're trying to work to increase that
understanding -- also needs to be a focus because, if we aren't
doing good safety surveillance for rare adverse events, the
credibility of the programwi |l suffer.

One bad outcome not handled well scares 10,000, if
you will, and that needs attention, and it needs resourcing, and
that's ny appeal fromthe clinical front lines.

DR W NKENVERDER: Let me just conment on that.
Those are very good comments, very good observations, and | woul d
agree 100 percent with everything you had to say, and as John
knows, 1've pushed not just on the Anthrax vaccine office but
nore broadly on the surgeons general and on Ms. Enbrey, as she

knows -- on the whole piece of conmunication and education, and
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we have had a working group on that now for about six weeks
that's been working the communi cation issues.

And the way | view it, being a person with a
busi ness background, is this like a reintroduction of a product
that had a bad, you know -- had a bad start in the nmarket once
before, and we've got to sell this, and we've got Ilots of
different target audiences. We've got the nenmbers thensel ves;
we've got their fanmilies; we've got the providers; we've got the
public at large; we've got Congress; we've got lots of different

audi ences, and they all need to be educated. And so it's a big

effort.

We are engaged with the Office of Public Affairs,
Tory Cark's office, on this whole issue to pull in.

One of the things -- and you can help on this, if
you're so inclined -- is that we've also turned to groups of

out si de experts who can speak to the issue of the safety and be a
soundi ng board. It's far better for you, frankly, or for soneone
from the Mayo Cinic or Hopkins or elsewhere to speak to the
safety issues than it is for ne.

| can say it, and | can say it with all my heart
and belief and all the credibility |I can nuster, but at the end
of the day it's going to be nore effective for others to speak to
t hat issue.

But we've got to go beyond that to the education

and | believe as well the issue of flexibility -- in terns of the
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program \We've got to be nore flexible.

I've heard the nmessage about -- you know, the one
size fits all and this sort of mndless approach to vaccinating
people in their |ast week of service as they're wal king out the
door and various different things that just don't nmake sense, so
we've got to figure out how to communicate that and get it
i mpl enented in that fashion.

DR. OSTROFF: And | think also fighting the
di sinformation is also going to --

DR W NKENWERDER: W have to do that. Yeah.
El | en?

M5. EMBREY: This is Ellen Enbrey. | also wanted
to comment that Dr. Engler is in Walter Reed, heading up the
Vaccine Health Center which was specifically nandated that we
form a capability to deal with adverse effects and to network
t hrough that, expand our capability to provide support, and |'ve
asked her, based on simlar coments that she gave to ne
directly, in preparing for our followon, to come up with a
proposal on how we woul d educate those providers as we begin to
resume our vaccination program specifically how we can expand
her expertise through our network.

And | hope she's working on that.

DR. OSTROFF: W're going to have to nove on,
Renat a.

DR ENGLER: Ckay. I just want to nake comment
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that education also requires sone clarity about the flexibility
piece, and so either -- we're working on it but we're also
waiting for certain decisions and certain issues that we have
particul ar concerns about and that |'ve spoken to John about.

DR OSTROFF:. Okay. Well, let nme just say on the
part of the board that we're committed to helping you work
through this policy, and we'll do whatever we can to help you
cone up with a policy that nakes sense and that's acceptable, and
we'll continue to do so.

Let's have John move on to the smallpox
presentation, the other difficult issue.

LT. COL. GRABENSTEI N: Anthrax is child' s play.

Let's tal k about snal | pox.

Smal | pox -- | wll breeze through the slides to
get to the coments. Smal | pox would be devastating as a -- if
released from a nmilitary -- from the health of the troops

t hemsel ves, the outbreak could restrict novenents of troops,
aircraft, ships, divert nmanpower and stress medi cal operations to
a trenmendous extent.

A history primer -- Canada may be a separate
country today because of smallpox -- if it had not been for
smal | pox, we nmight have won the Battle of Quebec.

(Laughter.)
LT. COL. GRABENSTEIN. So congratul ations.

(Laughter.)
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LT. CO.. GRABENSTEI N: There's also a very
i nteresting 100-page diatribe from an enraged citizen to Wodrow
Wlson in 1919 in the UMC Health Sciences Library about how
terrible the small pox vaccination is.

This is a tinmeline we found useful to try to get
synchroni zed -- you know, when you were born, what your current
age is, and with sone assunptions when you m ght have cone into
the service.

Smal | pox vaccination becane intermittent in '84

and basically stopped in '89 or '90, so therefore the years since

your |ast vaccination, what fraction of the troops that is -- and
the good news is that those of who were vaccinated -- let's see,
I was vaccinated about -- nmy last vaccination was roughly here,

so ny odds of death from snallpox is far less than 30 but far
greater than zero.

We consider that we have a special duty to protect
t hree-point-something mllion people in ternms  of DOD s
responsibility to protect against small pox.

The military personnel, we usually think about,
but because of the contagion, we've been taking into account
fam |y nenbers and our DOD workers who are overseas, and there's
alnost a quarter mllion of them and fanmly nmenbers residing on
base U.S., about 600,000 of them

If there's an outbreak in Fayetteville, North

Carolina, who's going to take care of the troops living on Fort
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Bragg, the troops living on Pope Air Force Base -- that sort of
t hi ng.

So where would we find 3.25 mllion doses? Well,
if we can assune the dilution studies, which we're waiting for
the results of, we would only ask to naybe borrow 625, 000 doses
of DRYVAX from the CDC, but, you know, it would be
basically -- you know, this is one way to do it if time
constraints fell.

What we would like is 12 nmillion doses of our own
vacci ne, and the nunber, 12 nmillion, is ny creation by taking in
the calculation of anybody for whom we have any kind of
responsibility -- any kind of ID card hol der, whether a troop or
civilian worker or what have you.

Right now, the requirenent is 300,000 doses and
there needs to be a verb in this line, and the verb is
"need" -- the joint vaccine acquisition program needs 10 nillion
dollars to get on with its phase 1 and 2 trials and to increase
the ot sizes, and it has not yet received that nuch.

I've also provided at the front table -- and [|'ve
got a few nore copies here -- a description of each of the
various smallpox vaccines and each of the various vaccinia
i munogl obul i n products.

The original intramuscular form has turned pink
from sone |eeching from the vial stopper. There are about 500

treatnments, and if you assune one treatnent per 10,000 vacci nes,

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

107

that's about enough for five million vaccinations.

W want to create an intravenous form one |ot of
whi ch could be used in an energency, has a bit too nmuch noisture
left over fromits manufacturing process -- that's about another
350 treatnments.

Joint vaccine acquisition program needs five
mllion dollars to process sone frozen plasma into about 5,000
nore treatnments under subcontracts to the Massachusetts
Bi ol ogi cal Laboratories.

And the supply shortage basically restricts us to
managi ng vacci ne conplications as opposed to an ol der policy of
usi ng the vaccinia i mmunogl obulin in conbination with the vaccine
in i munodeficient people which there are far many-er (sic) of
than there used to be.

And that supply is the nation's supply, even

though it's in DOD hands, which is not good.

But | wunderstand that the CDC may be having a
request for proposal for purchasing sone -- or manufacturing some
VIG of its own.

So what have we been doing lately? | think Mjor

Bal ough comrented yesterday there's a contingency & for full-
strength DRYVAX that's in developnent; it's in staff -- it's past
the IRB process; it's in staffing, and hopefully we will get it
submitted to the FDA in short order.

There are other 1&D s further back in the pipeline
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for VIG and for sodovovir (ph) both for vaccinia vaccination
reactions and for variola cases.

W are grateful to the CDC that t hey' ve
invited -- or given us several seats at a 13-to-15-March training
conference on snal | pox.

We've developed a variety of brochures, Ilay
| anguage cards, what have you, both from the Arny Center for
Health Pronotion Preventive Medicine and our own agency, and if
anybody else has been working on them we'd like to collect a
conplete collection, so I'll trade you copies of ours if you'l
gi ve us copi es of yours.

W also are working on -- for a variety of these
contingencies 1& s -- using technology |ike you use at Best Buy
to allow us to use electronic signature capture for & s to
reduce sone of the paperwork burden

These websites are not live yet, but we are
envi sioning content for them and working in that direction and
working on a much nore sophisticated concept of operations and
speci fic pl ans.

So if there were an outbreak tonorrow, what would
we do? We started working with the joint preventive nedicine
policy working group to develop plans for response teans,
epidem ol ogic response teans -- well, USAM is working on a
sodovovir team and 1&D inplenmentation team-- we intend to

pl agi arize as much as we can from what CDC has already done for
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its donestic policies and -- and build on that for our global
responsibilities.

W have not yet, but we intend to ask CDC for a
very small nunber of doses to vaccinate response teans and then
operate the -- offer the vaccine under |&D consistent wth what
CDC i s doi ng.

Well, what if there is no outbreak? \What if we
have the luxury of tinme?

W wuld Iike to consider the issue of
prepositioning sone vaccine and sone VIG outside the United
St at es. You can imagine that, if there's a smallpox case
anywhere, international airline travel is going to cone to an
abrupt halt.

We need to get that DOD vaccine requirenent raised
substantially, accelerate the production of the vaccine and the
VI G

We are struggling, as | think CDC is struggling,
to figure out what the right thing to do is -- how far to go down
the road of known side effects when there may not -- when there
may be a great benefit or no benefit at all, and not know ng
whet her the benefit is going to be great or zero.

And we are confronting the process of evaluating
the risks and the benefits of resumng universal snallpox
vaccination of mlitary personnel. W are -- let ne say that

again. W are starting to think about it -- is the best way to
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phrase that.

And one way to do it would be to sinply wait for
FDA licensure of a cell culture-derived vaccine. That's quite a
nunber of years away, and it's basically a threat assessnment to
determ ne whether there is sonme overwhelnmng need that would
drive that to be needed sooner.

So sone rhetorical guestions at this point
that -- you all mnmight have your own, but these are some of the
ones | have -- how special are we? Should we just hold oursel ves
to the same standard as the civilian popul ace?

If the CDC says, "Don't vaccinate civilian health
care workers," does that automamtically apply to DOD health care
wor kers, or should we vaccinate ours anyway or whatever?

The contagi ousness of this is very different.

How aggressively should we pursue pre-outbreak
vacci nation? How conpletely should we -- | rmean, we could shut
down -- we could vaccinate these people and, you know, |ock them
up on bases for 21 or 28 days, but how nuch liberty m ght we take
in not going to such draconi an neasures, and what have | failed
to consider?

This is the -- I'm working up a very intricate
planning matrix of all the documents we need to create eventually
which we will whittle away at, but these are sone of the donmins
that we're considering -- threats, operations, supply being very

critical to all this -- regulatory from the standpoint of the
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ch it would be
the community

us di sease rather

than a -- or a contagious disease rather than a noncontagi ous

di sease?

You know, what are our responsibilities wth

regard to our allies and civilian policies?

And wai ving consent is not a sinmple thing, so |I've

broken it up into at least four different scenarios -- before and

after outbreak, CONUS overseas wth people

traveling -- very conplicated issues in clinical

traveling or not

care both in how

do you scarrify, who do you exenpt from pre-outbreak vaccination,

how do you nanage adverse events, how nuch do you isolate, worker

safety with those wacky needl es.

And then for variola cases, if,

shoul d have sone, what's the rate -- how do we

CGCod forbid, we

nmove then? \Were

will we put then? What decon? How nuch isolation? \Wat are

their special needs in ternms of pain managenent, the |aboratory

i n sanpling and whatnot -- education, education,

educati on.

If we vaccinate, who first and where first? If we

want nmore VIG we need nore donors for plasnma, and how do we

respond to an out break?
So it's that sinple.

(Laughter.)
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DR. OSTROFF: This one, you can do in your spare
time.

Let nme open the discussion about this because it's
a -- you know, this is a very difficult issue, and | think that
the board is going to get tasked with addressing sone of these
guestions in the not-too-distant future.

But in DOD -- and |'msorry, | had to step out for

a mnute, so | didn't see all of your presentation. | mean, you
vaccinated until 1990, and so all of these questions that you're
rai sing about the administration of the vaccine -- how did they

do it then? Because at that time, they were the only ones
vacci nati ng.

LT. COL. GRABENSTEI N: Well, the bulk of the
vacci nations delivered were at basic training sites where there
was a built-in isolation factor.

Now, | got two doses -- | got a dose going into

ROTC canp in '78, and then | got a dose at Walter Reed in '83 or

so -- haven't had any since.

The one -- | don't renenber getting any particul ar
wound -- you know -- the wound managenent, the vaccination site
managenment instructions | got back then were -- | don't renenber

them-- whether | got any or not, but we're in a different era.
DR. HERBOLD: One of the issues is --

DR OSTROFF: You need to just --

DR

HERBOLD: Ch -- John Herbol d. The cohort
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effect -- I"'mreflecting back -- it was in '84 when we had the
recruit who was vaccinated and devel oped disseni nated vaccinia
and -- which was one of the stimuli for total force testing for
H 'V because this person was Hl V-positive.

I think back on ny middle son who was born in '72
and we had to ask the pediatrician to vaccinate him but ny wife
had been vaccinated, so the colleagues of the folks who were
bei ng vaccinated in the '70s -- the parents, the siblings, the
girlfriends -- all had been vaccinated at birth.

And so it wasn't until we got into the '80s, when
we had a | arge cohort of people who were born post 1970 who then
provided this pool of unvacci nated individuals -- wves,
siblings -- that -- then the risk for contact.

And the other piece of this is that md '80s the
vaccination at recruit training of -- for -- with vaccinia varied
consi derably between the services. It was not 100 percent. I
think the Air Force stopped somewhere in the md '80s and just
chose to never start up again.

DR. GARDNER: | wanted to also follow up on one of
the --

DR OSTROFF: Pierce Gardner.

DR. GARDNER: Sorry -- Pierce Grdner -- the
change, obviously, when we stopped vaccinating the general
popul ation and now-- we wused to worry about people wth

unrecogni zed psoriasis and eczena. Now we've got a survey to
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worry about -- not only the individuals thenselves but the
i ndi viduals who live with individuals who m ght be HI V-positive.

So what kind of -- that seens to conplicate things
quite a lot.

LT. COL. GRABENSTEIN. Yes. Certainly, the issues

of how nuch childhood -- what degree of childhood eczena
contrai ndi cates a pr e- out br eak dose. You know, an
adult -- there's going to be a lot of reasoned -- a lot of
reasoning from-- not a |lot of evidence but a ot of reasoning to

try to figure out what the right conpromise is between safety and

practicality -- you know, perfect safety and practicality.
DR OSTROFF: I nmean, this is a difficult issue,
you know, in terns of the active duty population. | can't think

of a potentially safer population in which to use this particul ar
vaccine, but if you're starting to talk about dependents and if
you're starting to talk about civilians, you get into all of
these very, very difficult issues which we're grappling with in
terms of what we wuld do wth wusing this particular
vaccine -- if we had to do so on a large-scale basis -- were
never issues when we previously used it in a civilian popul ation.

But , you know, ['m of t he per sonal
perspective -- and [|'1] say this quite frankly -- if the
intelligent assessnment is that the threat is there, then | think
sonme of these options have to be very seriously considered, and

that is because these are the people that are going to be
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overseas, and these are the people who are -- you know, it's one
thing to bring it here and release it here. It's another thing
to do it where it nay be present, and they' Il be the vectors, and

that's part of the reason to consider them sort of as a special
group.

DR GARDNER: And | guess sodovovir | ooks
reasonably okay in prelimnary studies, but that would at |east

give you a way to manage the conplications better than we used to

have - -

LT. COL. CRABENSTEIN: Yeah, |'ve not -- | can't
guote the effectiveness evidence by heart, but it is a
very -- it's intravenous with predose probenecid; it is not an
out pati ent procedure -- you know, obviously.

DR OSTROFF: Yes?

DR. ENGLER: I just want to caution that the
nmedi cal exenption challenge -- there's an actually increasing

incidence of atopic dermatitis in the population, and the
dermat ol ogy conmunity is very concerned because we have a | ot of
people who have nild to noderate atopic dermatitis on topical
steroi ds who continue to serve.

W also have a fair nunber of people who are
survivors of cancer, chenotherapy, the concept that, you know,
all of active duty is perfectly healthy and doesn't present real,
huge chal l enges for screening, and then how do you nanage those

exenptions -- it's not mnor.
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And the other issue is the risk to the famly
menbers at honme and the contact potentially for pregnant and
i mmunoconpromni sed individuals who are virginal in ternms of any
i munity.

And we have -- still had been giving smallpox at
Wal ter Reed because of the |aboratory workers and stuff and -- so
we have sone experience in, you  know, protecting the
deliverer -- how we would -- a fairly poorly trai ned
infrastructure -- | think it presents huge inplenmentation
chal | enges and resource requirements to do correctly that | think
need to be considered in any policy that might be inpl enented.

One positive thing is that about -- an awful |ot
of us do have a history of both -- of two doses, and just in a
survey this late fall at Walter Reed of the enployees, 35 percent
of them had nenory of two doses of snall pox.

So we have a fairly |arge popul ati on where booster
dosing and perhaps saving vaccine at a 1-to-10 dilution 'cause
they are booster within DOD nmight be another consideration and a
project to consider.

DR OSTROFF: There's a lot of issues here. I
didn't say it was a safe vaccine in an active-duty popul ation. |
said it was probably the safest group of individuals in which you
could give this vaccine, but that's not quite the same as saying
that it's safe in that popul ation.

W're going to have to nobve on in a second. I
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have one question coming back to Anthrax, and | was a little
concerned about something you said in the presentation regarding
pregnancy screening, and |I'mwondering if the preventive nedicine
officers could coment on how they're inplenmenting Dr.
W nkenwerder's -- and the sur geons general 's decrees to
strengthen that screening, and | guess the question revolves
around giving wonen the option of receiving a pregnancy test

versus making it a requirenent.

CAPT.  YUND: Jeff Yund from the Navy. CQur
guidance is still in draft, but we're taking caution not
to -- not torely too heavily on a negative pregnancy test.

I think that -- | think that, if a woman desires a
pregnancy test in a situation like this, it's probably an

i ndication that she's at greater risk for being pregnant than a
wormman who doesn't feel that she needs a pregnancy test, and the
Navy is going to take pains not to let either the woman or the
providers rely on a negative pregnancy test and to conclude that
there's no chance that the woman is pregnant because obviously
very early pregnancies will be m ssed.

COL. GUNZENHAUSER: Jeff Q@Qunzenhauser from the
Army. I think, if | understood your question correctly, it was
whet her we woul d allow the woman to make the decision whether or
not there's a need for a test rather than nedically recomendi ng
that we really think it's indicated, appropriate in certain

fol ks, and our policy really includes both of those.
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We put out policy, and there's quite a bit of
di scussi on about what its intent is.

As | wunderstand it, the final part about asking
whether or not the worman would like a test is a final option
after the nmedical assessnent has been done, certain questions
asked. A test may be recommended at that point.

But then at the end the wonan nmay still have the
option to request the pregnancy test if she would |ike one.

LT. COL. WOODWARD: Kelly Whodward from the Air
Force. Qur policy is also -- our guidance is also in draft.

Qur approach is really to follow the ACP

recommendati ons which are very -- that were actually reinforced
at MMWR |ast week, and that is all people being vaccinated
be -- have admi nistered a screening questionnaire that we are

going to be proposing -- the CDC s published questionnaire for
adults and children -- be the screening questionnaire which
i ncl udes questions about pregnancy.

And then this is a little bit conplicated because
we don't want to send a nessage that, if one's pregnant, one
shoul d not receive any vaccinati ons because there are sone that
pregnancy is an indication to be vaccinated -- such as influenza.

So we're want i ng to use t he screeni ng
guestionnaire, and then, if there is any question about a wonman's

answer, it's the provider who ultimately nakes the determ nation

of whether she's pregnant before adm nistering any pharmaceuti cal
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agent, and we want to mmke sure that that's a process that's
already in place in our clinics.

If soneone thinks they're pregnant, before they
get a drug that's contraindicated in pregnancy, the provider
nmakes that determ nation as to their pregnancy status before the
drug's admi ni stered.

And we are then linking that with -- trying to get
some sort of docunentation of this in our automated inmunization
tracki ng systemso that we know either that the questionnaire was
adnmi nistered and responded to or we're debating whether
specifically to have in there that the woman answered negative to
a question about the possibility of being pregnant.

That's a little tougher because, again, it gets
into the i ssue of which vaccination you're giving. Sone of them
a positive response to the question of "Are you pregnant?" isn't
a contraindication to giving the vacci ne.

DR OSTROFF: Dr. Ness, do you have any comments
about this issue or --

DR NESS: Well, | guess I'ma little concerned to
hear that the inplenentation of the policy appears to be -- or
the recommendati on appears to be fairly variable from service to
servi ce.

On the conference calls that we had regarding this
i ssue, the recomendation | nmade was that a wonan be asked

whet her she had an absolutely nornmal |ast nenstrual period in
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whi ch case there's actually data to suggest that those wonen are

unlikely to be pregnant. It's <conceivable that they're
pregnant -- you know, very, very early in pregnancy, but it's
unli kel y.

Many wonen, when you ask them the sinple question,

"Do you think you're pregnant?" wll say "no", but indeed they
had an abnornmal [|ast nenstrual period which indicates that in
fact they do have an early inplantation.

So ny recomrendation had been that you ask that
simpl e screening question and that indeed for anyone who answers
that they had an abnormal |ast nenstrual period or they had no
| ast nenstrual period, that all of them be certainly offered
pregnancy testing and i ndeed be encouraged to be tested.

DR, OSTROFF:  Thanks.

DR. ENGLER I just want to speak to -- Dr.
Engler -- in regards (sic) to the OB/GYN nmilitary experience.

An awful lot of active-duty wormen who engage in
extreme activity, if you do surveys -- they have a far higher
percentage who don't have regular ©periods, so that that
experience in certain populations may not extrapolate to the
mlitary wonen's population -- particularly deploynent settings,
high training settings -- just like athletes. Menstrual periods
tend to becone nore difficult to interpret.

And | personally can tell you, when | was still

out doing GVO work, wonen conming in in delivery and not know ng
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they're pregnant and having had irregular periods for a 1|ong
tinme.

DR. NESS: Again, Roberta Ness. M answer to that
woul d be great. Overtest.

DR. OSTROFF: Thanks. We're going to have to nove
on. Col onel Grabenstein, hats off, and we'll look forward to
hearing --

LT. COL. GRABENSTEIN. 1'll be back.

DR OSTROFF: W're going to go back to the
recruit assessnment prograns, and | think the next presenter is
Col onel Wells on the -- from CHPPM

COL. VELLS: Thank you. It's good to be here
t oday. I'd like to take a nonment to plug our upcom ng eighth
annual recruit and trainee health care synposium at another
beautiful coastal city -- Baltinore -- 15th to 18th of April,
2002.

Qur focus will be a little different this year.
We're noving slightly away from the basic training milieu and
tal ki ng nore about nore advanced levels of training such as Arny
special forces training, Arnmy Ranger training, and we hope it
will be nore interesting for the audience at that tine.

The Arny Recruit Assessnent Program is a little
nore than notional but certainly not as far along as the Navy at
MCRD and Great Lakes Naval Training Center.

How we got started was that Craig Hyans cane
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bearing gifts, and he asked if we would be interested in starting
up his Recruit Assessment Program at one of our Army sites.

And it is of great interest to us at the Center
for Health Pronotion and Preventive Medicine to get this kind of
surveillance data for other people to use to understand our force
better.

So we selected Fort Jackson, South Carolina.

Now, when we say "we selected,” we went through
the entire process of talking to our then-deputy chief of staff
of personnel, Lieutenant General Maude who was killed in the
Sept enber 11th bonbi ng, got his approval, got the Sergeant Major
of the Arny approval -- Sergeant Major Jack Tilley, and the
deputy conmandi ng general for individual entry training for our
training and doctrine conmand, General Van Al stein.

They were all concerned, particularly General
Maude and Sergeant Mjor Tilley, that we not use this tool to
screen out anybody from service but to understand who they are
better.

Well, the reason we picked Fort Jackson and got
approval to go there was that it is our largest training center,
training about 34,000 recruits a year, and it trains far nore
than three quarters of all our wonen that cone in, at about
15, 000 per year.

Their command, dating back before Brigadier

Ceneral Bester and when General Van Al stein was conmmander at the
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base there -- have had a long interest -- |ongstanding interest
in prevention activities, primarily in the injury spectrum but
they're interested in all things prevention.

And so we've had a long-term relationship wth
fol ks down there, and it was a natural fit.

Whil e our survey instrunent is the sane as MCRD s,
we' ve worked over the last few nonths to make changes with NHRC s
i nstrument; however, we do have the fermale questions. There are
17 of them adding up to a total of about 130 questions.

We began process-testing of the questionnaire in
Novenber. W did a test/retest on 100 nen and 101 wonen and then
did a large group test just to test our logistics to see if we
could get in a large nunber of soldiers into one space and get
them through a survey in a reasonabl e anount of tine.

The survey took about 20 to 30 ninutes for both
gr oups.

During the test/retest, men and wonen were divided
in a large room about this size, with a divider that went down
the center.

They're sort of in study carrels, so it's not easy
to see what the person next to you is witing as answers.

So we thought that was -- we were able to do it
pretty successfully. W had the support of the reception
battal i on command.

However , we don't have i nt er est from our
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operational folks at Fort Jackson in speeding along the CHCS
regi stration process. They just don't want us to interfere too
much with their in-processing.

So, while our nedical people are interested in
this CHCS in-processing, the operational people aren't, and so
that's where we were at before the Christmas break and when all
the soldiers went home in sonething call ed Exodus.

e wer e pl anni ng to begi n oper at i onal
i mpl enentation of the survey after Christmas, but during the
Christrmas break questions arose about this being research versus
not research, and currently we are planning to add on to the NRHC
protocol with NHRC as our executive agent.

Qur second-level IRB will be at the CIRO office at
Fort Sam Houston, and we hope to start up again in the first of
May this year, reenergizing the operational folks at Fort Jackson
to start up something again that has been stopped for awhile.
It's going to be difficult, but we still have the support of the
hi gher levels in comand.

Qur budget was relatively small -- 100,000 for our
startup and first year. W'd like to increase to one and a half
FTE' s as NHRC has done at MCRD.

And that's nmy presentation for now. I"Il be
followed by Lieutenant Kaforski from G eat Lakes Naval Training
Center.

DR. OSTROFF: Thanks. Wiy don't we try to nove
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t hrough a couple of these, and then we'll cone back to questions.

LT. KAFORSKI : Good nor ni ng. | was very excited
to be able to cone and talk in a forum where we can give our
opi nions across DOD on this issue. | think in the big picture we
need to understand that there's not a lot in comobn -- anpng
recruit training centers, there's not really a lot in common with
the rest of the nedical system

We have nore in comon with each other, it seens,
than we do with our own medical systems. We're kind of isolated
out there. We're not operational, and we're not a nedical
facility.

So it's good to get together because we have a | ot
in comon, and we can solve a |l ot through these comon issues.

As has been nentioned, G eat Lakes has been doing
a lot as far as innovation with the recruit in-processing, using
technology to do that, and they -- we have been administering a
guestionnaire since 1995. W're still administering that sane
guestionnaire.

That basically canme out of necessity, and around
1995 they closed the other two boot canps for the Navy, and all
training is now consolidated at Great Lakes, and we are currently
processi ng about 55,000 recruits a year there, nost of them kind
of over the summer nonths -- it's nore concentrated then.

Just in-- I've been working on these recruit

i ssues for about four years now, and just in comrunicating with
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the other services, | am confident -- we do have the nost
conprehensi ve nedical in-processing, but that's a product of a
ot of work back in the mid '90s and a | ot of cooperation at the
Navy site.

It seens like we get a lot nore tinme to do the

things that we need to do, and they plan that into our schedul e.

So it's not necessarily by anything we've done but
that we've had good partnership with the line community.

The SHI P questionnaire is 193 questions.
Basically, a majority of this questionnaire is fromthe SF-88 in
'93 -- those sane questions that Captain Hyams had answered when
he first cane into the service

But it gave us -- at the time, it was nade for an
operational necessity. It was nmade so that forns could be
printed out nore easily and just the automation of the in-
processi ng was done.

So a lot of those questions were done just to fil
in forms, things like that, but it's also nice -- again, not a
research program W get this information in a routine nanner,
and we use it on the operational side. W have a whol e bunch of
extra -- we have a whole bunch of health information that we can
refer back to if we have to.

W use the input for other systens. We had

a -- sonme several issues with the smart cards at Geat Lakes
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al so, and we take the information that we get -- we do do sone
screening with it. W pull out folks with allergies and nedical
conditions, and we recheck those allergies and nedical conditions
to see if they can continue to be nedically in-processed.

We do catch sone folks that do have to |eave the
service. W've had extensive conversations with the MEPS fol ks
about exactly how extensive they feel that their physical
exam nation process is, and we've consistently been told that
it's nore of a screening.

So we are finding people that it is not worth
sending those folks out to the fleet because they'd be
nore -- they'd be nore of a problem for the fleet in the future
if they continued on and went into those positions.

I think sone of that has to do wth the
isolated -- the nore isolated nature of naval operations. W're
out there; they're on their own; they're out there with a
single -- sometines just independent duty corpsnen.

So we do watch that, and we do use it for

screening and for -- sonetinmes having to | et people go.
SHP is al so a bubbl e- sheet, paper - based
guestionnaire, and the RAP questions were based -- SH P was one

of the docunents that was used to devel op the original RAP.
Qur basic function in the beginning of RAP was to
go ahead and test the technol ogy that was proposed. W |ooked at

hardware, software, database connectivity, integration and al so
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agai n the operational issues.

Hardware is basically off-the-shelf stuff. The
scanners that we're using are pretty nuch off the shelf. They're
not cheap.

The technology is not huge. It's nore the
reliability of the nechanical processes of noving paper through a
machi ne that ends up being really the big issue -- not how clear
the scanning is, but can you put a thousand sheets of paper in
this thing and have it read each one of those accurately and
wi thout getting jamred, just like we all experience wth paper
copi ers.

We went ahead and used hi gh-speed connectors which
all ow those -- basically you're getting inmages from the scanning
docunents, and they have to go between the scanner and the
machi ne, so you use a hi gh-speed connect or

The software that we've been using is a packaged
software, off the shelf, called Cardiff Teleform Elite, version
7. It has design recognition and verification nodules which
allow you to basically -- you can rmake your questionnaires up in
just about any format that you want to. |It's very easy to change
t hem

The recognition part 1is taking the scanned
docunent and being able to pull the answers off of it, and the
verification process is basically -- it lets you look -- one of

the problens that happens a lot is soneone wll change their
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answer or it won't be clear. Well, the verification process in
this software allows you to actually look at an image of that
person's answer and nake deterninations on questions that naybe
you can't really tell right off the bat what they answered.

But when you look at it, you could see that one
was erased partially, and one was fine, so it gives you a chance

to say, "Ch, this is what they meant,"” and you can go on with the

process.

We're operating over Wndows NT, that basic thing
in the Navy, and we're using database -- very common
dat abases -- Access and SQ. Server.

I don't want this to be a big tech'y thing, but I
wanted to make sure this was in the background for everyone.

Dat abase connectivity went well. The information
gets plopped straight into a database where you can do a lot of

things with it fromthat point on. You can create reports; you

can nmove it around; you can nove it into other databases. So,
overall, that was no problem
Conmon systens integration -- any of these systens

shoul d be able to be used, and it's already been proven now that
they're able to be inplenented anywhere across the DOD, using
conmon equi pnent .

Qperational issues for us at Great Lakes was that
it was sinmlar to the SH P process.

When Dr. Hyans cane to us, also bearing gifts, we
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saw an opportunity to get integrated. Again, it is such a huge
issue, we felt at Great Lakes we were doing a lot of innovative
things -- like | said, with smart card and having the SHP
al ready, but we had innovated ourselves into isolation, and I
think that happens a lot at a |lot of the recruit centers -- is
every innovation that you do -- sonetimes you do these things
that take care of yourself, but then that data goes nowhere el se;
nobody else can use it; you can't send it out of your center;
it's not usable by the fleet, so you end up in isolation.

So it was very inportant to us to say that, "Look,
this is going to be tested across DOD; we can all use it. W can
all start with sonme common core, and at |east we can take, again,
t hose common issues anpbng recruit centers and nove forward into
sonet hi ng based on our conmonalities.”

So SHIP-- the process that we tested actually
took longer than SHIP takes us now, so we did-- we are
continuing to use SHP basically because of the manhours
required, and it -- the Teleform does require fairly extensive
trai ning, especially on those nechanical issues.

Qur analysis is that the technology is viable; it
coul d be used across DOD.

W didn't feel it was suited to very long
guestionnaires and just basically because you're dealing with a
| ot of pieces of paper, and for us there was not a real return

conpared to SHIP as far as changing to this technol ogy.
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Now, as far as the questionnaire and the question
sets, it's very easy for us to adopt it because it's very sinilar
to SHHP, and it's very easy to nove forward once we get sone sort
of nod that says we're going to work together on this -- we'll be
happy to go. So we're eager to share that baseline.

Critical issues in training -- and | t hi nk
everyone knows that that's in recruit training -- is that we
can't take any nore tine away fromtraining.

W need the flexibility to allow collection of
| ocal or service-specific information. This should not be a
stovepi pe, stand-alone, some kind of programed-out thing that
can't be changed unl ess you go through a vendor.

W need to have some local abilities to be
flexible, and we want to nmake sure there's the best technol ogy.

When we started SHIP in '95, technology wasn't as
advanced as it is today. There's so much that can be done now
t hrough web pages and things like that that coul dn't be done back
t hen.

W're doing an initiative at Geat Lakes using a
pal m pilot for input now instead of paper. W've had a lot of
history with paper, and we'd like to get away fromit.

It doesn't nean it's right for everybody, but for
our setting it seenms to be the better thing.

And we get rid of paper; we get rid of sone of the

time that it takes to do it. We |ose sonme of the flexibility
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with being able to fill out a paper sheet just about anywhere,
li ke we saw sone of those pictures with the Marines.

But we expect local inplenentation sonetinme this
year -- strictly on the anount of nobney actually getting rid of
paper -- it's cheaper to go to sonething el ectronic.

Qur conclusions at Geat Lakes are that the
guestionnaire content is acceptable, and we definitely enbrace
it.

We don't want to continue w th paper technol ogy,
but we don't think that that's an issue to stand in the way of
anybody el se.

I solated application would adversely affect the
acceptability for us. W need the flexibility locally.

And we recommend that RAP be a set of data
requirements to report to some central place and not, you know,
somet hing that conmes in a box.

So how do -- you know, you can ask your questions
and get them recorded any way you want, but we think that
basically it should be a set of requirenents and not sone huge
project to feed another vendor.

Are there any questions about what we do at Geat

Lakes?

DR. OSTROFF: Questions? Yeah.

DR. BERG Bill Berg. I'"m curious why -- one of
the thenmes that we've had from RAP is that it's fast -- five
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m nutes or so, and you're reporting significantly greater tinmes.
Is there an explanation for that?

LT. KAFORSKI: Well, the actual conducting of the
tests, sir, does not take that I ong. It's a half hour to 45
mnutes to fill out the questionnaire, but then you have to wal k
away with that stack of paper and run it through the nmachi nes and
deal with the data quality issues.

That's where the significant process time cones

Now, no one -- we've had -- as was nentioned,
we've had that CHCS mini-registration ability for years now, so
going to RAP did not really inprove anything for us on that -- on
that issue.

All the other services -- or many of the other
services are experiencing a lot nore speed in getting processing
goi ng sinply because of that feature.

DR. OSTROFF: My only conment would be that
reportable diseases are required as well, and just meking it a
reporting requirenent somewhere else isn't going to necessarily
mean it's going to get reported.

LT. KAFORSKI : | guess naybe | can clarify, sir,
that what | would say is that there should be a core set of
guestions to give at the recruit centers and then the ability for
the services to add local things to it.

That's nore ny point is -- if we can conme up with
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50 to 100 questions that we know we're all going to ask, that
will be a great database.

But the Navy and -- each service is going to need
sone separate information to take care of operational things and
their own specific issues.

DR. OSTROFF: Two quick ones here. Geg and then
Dr. Cattani.

DR GRAY: Geg Gay. Li eut enant Kaforski, |
appreci ate your suggestion for additional innovation using the
pal m pilots, but your theme -- at |east one of your thenmes was
you don't want to be in isolation.

Epi demi ol ogi cal |y, i f you use a different

i nputting device, you nay be different and isolating yourself. |

nmean, you might want to consider that as well in the equation.
LT. KAFORSKI: W have to consider -- we have
two -- you know, on the nmedical side, we all want to do

everything that's as perfect as possible, but the operational
realities come into play.

W see 500 people in a day. It's just a huge
burden, and there's so many nore uses for the data, and by saving
time doing things electronically, it leaves us a lot nore tine
actually to spend one-on-one tinme with a recruit, verifying their
information face to face.

Unfortunately, with the paper, the other thing is,

once you get their answers recorded, they're gone.
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El ectronically, you can see the things in front of you right
there and verify their responses.

Again, | don't think it's necessarily right for
everyone, but we've got to reach sone commonality, and we think
it's in the dataset rather than --

DR. OSTROFF: Last comment.

DR. CATTANI : Jacqui Cattani. You
mentioned -- and -- when we toured the Marine recruitnent
facility, one of the comments was a recruit's not answering
correctly to some of the questions asked about allergies, for
exanpl e, and on the basis of that they've |later been de-sel ected
or whatever termyou use for not inducting them

I guess ny question and ny concern would be that
sonme of the highly sensitive questions on this -- for exanple,
the one that struck ne in a previous presentation was: Have you
ever driven a car and had al cohol at the same time? And | was
quite surprised that 80 percent said, "No, | have never done
this."

Now, it would worry me a bit that the highly
sensitive questions may not be answered in an interpretable
fashion because they're afraid that this may be used to select
t hem out .

Now, the -- | suppose there are two ways around
t hat. One would be to either take out sone of those questions

and nodify them or the other, if you really want answers to
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t hose questions for some specific reason would be to ask that set
of questions after the recruitnment is finished and they' ve been
i nduct ed.

| understand the inportance of getting the nedica
data just as they begin their mlitary careers, but sone of that
data you nmight get nore honest answers that you could interpret
if they didn't have to worry that their responses would be used

to sel ect them out.

LT. KAFORSKI : I think that's certainly a good
possibility.

Most of the issues that we're tal king about when
we tal k about de-selecting are things -- they go through a nonent

of truth and, basically, just before they cone and see us,
they're told how i nportant honor, courage and commtnment are and
how inportant it is to be honest.

Well, a lot of the things that these folks may
have been coached not to reveal or that they have held back
somewher e t hrough the process at MEPS cone out after that -- that
coaching to be nore honest.

The extreme -- | wll tell you -- is someone that
cane in with one eye -- a glass eye and a regular eye -- that
passed their test.

(Laughter.)
LT. KAFORSKI: That is the extreme. And then, you

know, there's just others that have been pressured into saying,
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"Just don't answer 'yes' on anything," that kind of stuff.

Psychol ogi cal stuff -- that is not so nuch a
factor. It's usually the straight-up nedical hi story
things -- long-renobved missing eye, things I|ike that that

actually do cone out in the process.

DR. CATTAN : But | would ask -- how do you know
about the psychol ogical stuff? In other words, how can you
validate the answers to those questions that -- and in fact 80
percent of these recruits have never driven a car while under the
i nfl uence of al cohol ?

LT. KAFORSKI: That's just going to have to be a
separate thing. I nean, even on the psychol ogical side for us,
that data is only used by our psych folks to look at group
i nformation. We don't use that at all as far as screening or
referral right at the begi nning.

DR. OSTROFF: Do you want to respond to that real

qui ckly?

MR. FRIEDL: Yeah.

DR. OSTROFF: And then we're going to have to nove
on.

MR.  FRI EDL: I just wanted to say very quickly
that 1 think this wll always be an issue as it relates
particularly to psychosocial data in our setting where -- | nean,

even if it ultimately doesn't have occupational inplications, the

perception may be there that it could, and so they're going to
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under -report.
And | think the uses for it -- we just have to
keep in mnd that the uses are as population indicators, or we

al so have to cone up with enpirical nodels.

The question is not -- the question is not always
going to be: Is this measuring exactly correct? The question
will be: People at baseline who respond in this way -- what does

their future medical history look like? You know, how well can
we understand their future nedical history? Apart from what's
actually happening at time zero and consider it as a behavioral
response to a question, and what does that behavioral response
predict nedically?

This is always going to be an issue in our
setting.

DR. OSTROFF: Ckay. W're going to have to nove

on. Thank you, Lieutenant.

The next presentation is the Air Force -- Col onel
McKni ght .

LT. COL. MKN GHT: Good norning, |adies and
gentlemen. | knowit's a long norning. | will be brief so we'll

have an opportunity for questions and answers.

| came to ny current job last fall, and I want to
publicly thank very much Meg Ryan and Dr. Hyans for all the work
they've done with the RAP initiative because it's traveled nany

ti mes because of their efforts, and | think that | know that nore
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t han anyone because |'m new to the scene.

These slides were put together wthout really
seeing the presentations you' ve seen this nobrning, so you've
al ready seen this part.

And this slide, you' ve also seen as well, but they
really want to highlight for you today where the Air Force is
coming fromand that is -- we are very nuch in agreement with and
going in the same direction and have the same purpose as those
who said, "CGo forward" and those who've come up with purposes.

So please understand what |'m about to share with
you has exactly the same endpoint in mnd.

However, our problem is -- as | clinb back into
the sandbox of the Ar Force -- is what are the rules of
engagenent that | have to deal with, and I work with the experts
within the Air Force from the acadeny, from Washington, from

Brooks Air Force Base, and the thing that ultimtely drove us and

is--1'"m not saying it's not driving the others, but it's
driving us -- is the outcome issue, the clinical care issue as
wel | as the programmatic action -- the ability to take
information and turn it into action that will ultimately inprove

the health of, nunber one, the individual who gave us the
i nformati on, nunber two, the population that they're a part of.

So there are really four core principles that
we' ve said we nust not deviate from

The first one, as you can see, there's the
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operational value. They are our custoner. W are here to serve
them as the nedical corps, and we keep themin our sights at al
times and try to neet and understand their needs.

The second issue is the automated issue. For us
we want to start out going with an autonated format period
because that's nedical electronic records -- everything that
we're doing nowis in that venue, and so what |'m about to share
with you has to be froman automated format, rather than paper

The third is personal identification. One of the
things we've done in the Air Force now for six years is ny talk
about the HEAR -- is try to give back to the individual a way
that they can inprove their health because they gave us
i nformati on.

And so that was one of the npbst basic prem ses
that we've gone on is you've provided us with sonething about
you; what can we give back to you to help you inprove your health
i f you choose?

And then the link with the future that we feel
very strongly that we have to have a product or we have to have a
program so our RAP -- our recruit assessnent tool is one where we
see it linking fromday one all the way through the life cycle of
the airman or the airwonman so that we're not trying to further
devel op sonething down the road that we're in fact |ocking hands
ri ght away.

This is sonething you' ve heard the words about --
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you're going to hear a little bit nore about it because, like I
said, | had to clinmb back into the sandbox where |I live and talk
to the experts who know far nore than | do about this as well as
take the input in the direction that the other sister services
are goi ng.

And so I'mgoing to talk about the HEAR 3.0 with
t he training nodul e.

When we tal k about the HEAR it's a process that's
been in evolution for over six years now, starting with Region 6.

Qur customers have said, "W want to inprove the
health of those that we're not responsible for in an HWOD
setting."

And if you look at the product, it has not been a
st agnant issue. We didn't have the first nodel first tine out
the gate, that in fact, as tine has passed, we've been trying to
make it a better -- broader, greater depth, nore appropriate to
what our population's about, which is what |1'm going to talk
about -- about the HEAR 3.

But what | want you to understand about it is that
it's not an Air Force nodel. It's not something where we sinply
said, "Here, we're going to do this." W've actually engaged our
si ster services.

I've been told the HEAR expert is a |ieutenant
colonel who's in this roomright now He happens to be in the

Army. We've had civilian input to kind of guide us in terns of
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the domains or the topics that would go into the questionnaire.
So our goal has been to expand the expertise, get
as much in as we could and take it back and create a nodel that
woul d work for our popul ation.
And so, in effect, what we're looking at is

sonething that is to follow them throughout their entire career.

Number t wo is t hat it's based on t he
recommendat i ons.

The category C -- there's only one, and that's a
nutritional question. Everything else is an A or a B.

And to realize that we have now an automatic
format so that the core questions is (sic) really 40 and can
drill down to up to 145.

And the tineline, when you take it electronically,
is less than 20 mi nutes.

So what I'm trying to suggest to you is the
instrument that we're wanting to work with within the Air Force
and that we're ready to send to TMA next nonth is the HEAR-3.0.

This is where our sources came from

This is really where we've struggled in the Ar
Force. Qur sister services have a lot longer tine for basic
training than we do. We have six weeks, and we're going from
36,000 at Lackland to 54,000 in the next two years. We have a

t sunam of young peopl e coning.
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When you get washed back, it's because you m ssed
your train by hours, not by days, not by weeks -- by hours, and
you had to recycle if you lost tinme in those hours.

We've also looked at the nental health -- and |
say that 'cause the |last slide actually changes on your handouts
alittle bit. W actually have a nental health eval uati on when
they first come in so that we can actually identify those
i ndividuals that need further evaluation. Everyone gets a
general survey in the nental health area -- behavior health
issues, and if they fall out in certain questions, then they're
identified, then they take a nore in-depth instrument to see if
intervention needs to be nade.

So it's not sonething we ignore. It's something
that we actually try to address and provide intervention gui dance
early on.

We've also looked at the kind of troop we're
getting. Now, for ne, | can't say what it's like at Geat Lakes
or at Fort Jackson for sonmebody in the first week, but in the Ar
Force t hat first week we strip them down pretty
good -- enpotionally, nentally, psychologically. W' re undoi ng
the paths that they brought, and we're starting to create airnen
who will be good troops, a part of the team for years to cone
and it's a very intindating, very difficult tine.

Qur suicide gestures, our suicide conpletions are

far, far greater in the first tw weeks. It's like night and
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day, two weeks versus the other four -- just because it's a very
intimdating experience, very difficult time for them as peopl e,
and we recogni ze that, and that's why we deal with that.

So when | met with the folks in the Air Force, we
really did sit down and say, "Wat is the best tinme to inplenent
the kind of instrunent that we're looking at?" And we actually
| ooked at our brief BMI -- our basic nilitary training time, and
then we | ooked at our technological training time, and we deci ded
that our best opportunity to -- in a less intimdating way -- is
to provide the instrunent to themwhen they first hit, first sign

at their tech training bases.

Now, you nmay say, "Well, that's a different
popul ation." Well, it's really not. Sonmebody who's six weeks
over. In fact, the slides that we saw earlier -- naybe one of

those slides would have been different six weeks later in termns
of your al cohol -- recent al cohol use and things of that nature.
So we really don't think we're losing a lot of
good information that would hel p us help them
But at the sane tine, what we do get once they hit
tech is information that we can turn back and give back to them
because there'll be an automated format, as we currently do.

The HEAR s been in the Air Force now for five, six

years. Wen | go to the new location, | take the HEAR once
again, and | get in the mil a summary report, and ny
doctor -- when | see nmy PC, | have sone information to talk to ne
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about, whether it's chol esterol, blood pressure, what have you.

So as we struggle with this -- and believe ne, we
really did -- we finally defaulted and say, "No, the best val ue
for serving our people is to begin to introduce it during tech
training."

And ny last slide is this -- it's really our
summary -- basically, what we're saying at this point at the Ar
Force is that we're looking to do the HEAR 3.0, then we'll go to
TMA in March for their input, for their guidance and review.

We're looking to add a trainee health nodule to it
that will cover the kind of questions that the HEAR 3 does not
cover.

A 35,-40-year-old, would find a question that
deals with their early childhood maybe not as neaningful as if
they are 17, 18, 19 years old, and we realize that.

So what we're wanting to do is to add to our 3.0
trai nee health nodul e that woul d affect those individuals at that
particul ar base but would not be a part of the HEAR as they woul d
see it later on because they're no longer in that category, and
yet we would have captured that data early on when they first
took it.

That's my brief. Any questions.

DR. OSTROFF: One quick question for you.

LT. COL. McKNIGHT: Sure

DR OSTROFF: If -- as you indicated, if there are
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problems with suicide attenpts and suicide conpletions in the
first two weeks of training, you don't administer this until the
end of training, then how do you have any infornmati on about what
was associated with the risk factors for why that occurred in the
first two weeks of training?

LT. COL. MKN GHT: Well, the process that we do

in terms of evaluating them early on is addressing that great

concern.

The issue for us, really, is howto link that data
up to -- take it forward, so to speak, so that it hooks into the
HEAR 3, so it goes into the training environnent -- the tech

trai ni ng environnent.

And that's certainly sonething that we're talking
about right now because we know it can be done.

W have really -- this has been a very difficult
brief to put together in the sense of wanting to fall into line
and say we're locked in step with our sister services, but really
we were not able to do that, and that mght -- a good question,
sir, and we will be |ooking at that.

DR. OSTROFF: G eg?

DR CGRAY: Geg Gay. | have to say that |'mvery
troubled with what I'm hearing today. W have a scenario where
we have a goal to use data that we collect when people enter and
hopefully aggregate it to get at sonme of the risk factors for

various different things.
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And yet I'm hearing that the services are all
going in different directions -- different directions wth
respect to questions, different directions with respect to tine
of administration and different approaches with respect to how to
present those questions, whether it be a palmpilot, a conputer
term nal or a paper questionnaire.

I think epidemologically this is really defeating
t he whol e purpose of the RAP -- the central purpose, anyway, and
we need to probably westle with the differences here.

LT. COL. MKN GHT: Well, | think -- what [I'm
excited about is you have now a variety of perspectives that each
one of us have really struggled and given you our best
opportunity to see where we can -- where our needs are or how
best we can serve our folks.

And so the recomendations from this board will
actually be very hel pful for all of us in that regard.

DR. OSTROFF: One nore quick comrent and then |
don't know if you have any comments.

MR.  GOCDRI CH: Sir, nmy name is Scott Goodrich.
I"mfrom Tricare Managenent Activity, and |I'mthe so-called Arny
expert here that ny coll eague referred to.

I'd like to correct a quick msconception, and
that is the HEAR is not an Air Force project, not an Air Force
initiative anynore. It is now a Tricare initiative and being

handled at a tri-service level by a number of experts sitting up
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in a working group at Tricare, and we are in |locked step with ny
ot her coll eague, Dr. Wah, and the CHCS-2 clinical dat a
repository.

W have a nunber of itens on our plate that are
very germane to this discussion, and |I've been kind of holding ny
piece until now, waiting till all the presentations have been
made, but we have always been very strong advocates for the
Recruit Assessnent Program in its conceptual stage in that we
definitely have to gather that type of information at the
begi nnings of a serviceman's or servicewonan's life cycle within
our system and then beyond.

But we al so recogni ze very strongly that, although
the RAP nmmy gat her baseline health assessnent as we go through a
mlitary career, baselines tend to change and that what you want
is information that is proxinmal to a point of deploynent -- that
isreally what we're all about.

What we are doing is comng up with a set of
guestions, and indeed 140 ni srepresents us somewhat.

W have mamnaged to bring the average question
burden down to about 60, and many of the items that we are
currently targeting with the HEAR are very simlar to those that
Dr. Hyams has put together for the RAP.

However, in previous discussions, we have shared
guestionnaires, and we both recognize that at sone point in tine

we are going to have to sit down and standardize many of the
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guestions that we ask because to follow information about an
individual's health over tine and be able to conpare questions
over time, you really need to be asking questions in a simlar
way so that you need one set of core questions that can be
repeated at intervals throughout the service nenber's life cycle.

So we understand that this is sonething that's
going to be very inportant for us to do to make this a successful
surveillance initiative.

The other thing that is very, very inmportant to us
as we nove forward is that all this information ends up in one
clinical data repository and that is the clinical data repository
for CHCS-2 that Colonel Wah -- I'msorry -- Conmander Wah will be
speaki ng about in a few nonents.

That is critical in our mnd. That is why we are
focusing very, very tightly on the automated sol uti on usi ng CHCS-
2 and using an MHS el ectronic health portal that will inprove our
access, so this can be managed through the Internet and all data
mai ntai ned in the clinical data repository.

And | understand we are short for time, so | wll
simply say | amhere for further questions regarding the HEAR and
regarding self-reporting tools at the DOD | evel and how we m ght
integrate to forma greater whole in the future.

DR. OSTROFF: Thank you for your conments. I
share Dr. Gray's concern greatly and one of the -- | nean, the

i ssue basically before the board is: Do we support the RAP, and
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as we nove forward to nmove it from a pilot program to an
operational program-- how do we do that in a way that isn't the
proverbi al epideniologic nightmare which is garbage in/garbage
out ?

You know, in addition to wanting to nonitor things
in the Air Force or nonitor things in the Navy or nonitor things
in the Marines, one of the objectives is to conpare across
services, and the only way you can do that is with sone sort of
standardi zation -- |'msorry.

And that's going to have to be the way. | nean, |
can't see the board maki ng reconmendati ons that everybody can go
off on their own and expect to have sonething that's going to

over the long termbe useful.

CVDR.  LUDW G I have a quick "yes" or "no"
qguesti on.

DR. OSTROFF: Yes.

CVDR. LUDW G Is there a plan -- | think this
woul d be maybe to Commander Ryan -- is there a plan to include
officer accessions in an assessment -- initial assessnent
pr ogr anf?

(No audi bl e response.)
DR. OSTROFF: Ckay, let's nobve on to the |ast
presentation -- that's Conmmander Wah.
CVDR.  WAH: Thank you. I'"'m Robert Wah. I'm a

physici an, double-boarded in reproductive endocrinology and
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OB/ GYN, and previous to this current job, | was working on the
popul ation health ingration (ph) teamat TMA and |l earned a | ot of
popul ation health from people like Scott Goodrich and Kelly
Wodward over here.

Prior to that, nmy only population health was
contributing by making nore population as an infertility
speci al i st.

(Laughter.)

CVDR.  WAH: That's also how | got involved with
CHCS-2. W found that CHCS-2 has been a very good tool for doing
popul ation health, so ny work when | got on the teamwas to sort
of dive into CHCS-2, went down to Portsmouth to see how it was
working at the test sites down there.

What | would like to do today is talk about how
CHCS-2 can interface with sonme sort of a Recruit Assessnent
Pr ogram | don't want to get into the areas that we already
spent a lot of time tal king about, about the different needs of

t he servi ces.

So if | could have the next slide -- | stole this
slide after seeing it yesterday from Comander Ryan. She had
this in her mllenniumstudy. | think she called it the cradle-

to-grave | ongitudi nal health study.
If | can -- incidentally, it just happened to
coincide with one of ny other sides, so | stole it yesterday and

put it in, but she started about tal king here at preinduction and

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

152

going all the way to di scharge.

If we can go to the next slide, | put this in to
talk -- I"'mnot as grave -- or cradle-to-grave as she is. | call
this my "circle of life" slide. | nmean that because | have a
four-year-old, | guess.

(Laughter.)

CVDR.  WAH: But we have here is -- the way IMT
| ooks at our information systems, how we can support the nission
of our operational forces, and so what we have here is our
obsession -- you know, this is the way npst of our Navy and
Marine Corps recruits |look when they conme in -- as you can see
with the briefcase and suit.

They conme into the system here; we train them we
depl oy themy they go out in the field. |If they get hurt, we take
care of them out there. If they have to cone back in the
theater -- from theater we have a way of keeping track of them
whi ch is call ed TRACES.

When they're out in the theater, we have this
t heater medical information program that enconpasses a nunmber of
systens that are both logistically involved as well as nedically
involved -- | don't want to go into that, but out here but we
have a CHCS-2 theater plan that |ooks and feels the sane as what
we use in Garrison.

So the way we train is the way we fight, so no

matter what system we're using -- whether you're in Grrison or
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you're out in the field or you' re deployed, it'Il all look the
same for our practitioners.

And then, as Col onel Goodrich tal ked about, that's
all going to feed the clinical data repository.

Now, when they're out in theater, there's going to
be an interim theater repository, and it nmay be even down to a
laptop in terms of maintained data until there's comunication
with these various data repositories.

But this is -- | just wanted to show this, and
obviously it comes out at the very end when you cone back out of
theater to our garrison MPF' s or when you |eave the service and
you cone out to the VHA -- VA Center here.

This is also, |I think, Captain Doctor Hyamis life
chart here since he started here in the Navy, and he's cone all
the way around back out in the VA out here as well.

(Laughter.)

CVMDR. WAH:  So | thought this chart really | ooked
wel |l for this.

But | wanted to give you a sort of overall
presentati on about how we view what we're going to be able to
offer interns of IMT for the mlitary services.

So -- and | wasn't sure about how much fanmiliarity
people had with CHCS-2. | heard a nunber of comments during the
di scussion this norning about CHCS-2, and | feel that | have to

spend just a nonent or two tal king about what it is -- CHCS-2 is
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because sone people confuse it as a little bit better than
CHCS-1, and | would submit that it's a lot better than CHCS-1, so
when you tal k about --

DR, OSTROFF: It better be.

(Laughter.)

CVMDR. WAH.  Well, I'mhoping that this group would
find it somewhat exciting, so | want to spend, | guess, a nonment
or two about it.

We're talking about building an electronic -- a
conputeri zed nedical record, not an electronic nedical record,
and the difference to me between an el ectronic medical record and
a conputerized nedical record is an electronic nedical record
stores text just like a Wrd file or sonething like that.

A conputerized nedical record stores data in a
stratified database that you can | ater go back and m ne.

And there's an inportant difference there, and
what we've done is we've worked very hard to make the interface

with the provider that's entering the data seanless to that

because what we've always had -- and if you think about the way
we currently do business in our nedical comunity is -- we
physicians -- we wite it out on a paper chart, and then, if

anybody needs any other information, they nake the physician go
to another systemto provide the information.
Case in point is the ADS system where we want to

get clinical people to do business information where they have to

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

155

then go code the visit or put down the diagnosis and all that.
That requires a separate system from the paper chart that the
physician is normal |y using.

This system CHCS-2, is going to be our -- where
is that thing up there? I rmust have knocked the lens off
here -- but anyway, this is an electronic record that, as the
provider is docunenting the care that he or she has provided, in
t he background the conputer does all these other things.

So we have -- I'm sorry this pointer is not
working -- oh, there it is, okay.

But, you know, it's a very normal interface, just
l'i ke Qutlook. We have folders on the side. We have buttons
across the top. And you can build a very legible record that's
al ways avail able. That's a key thing.

I think in your handout -- we always anticipate if
somebody' s concerned about not being able to see the handouts
very well, so you have a one-page, all-way-expanded view here.
Hopefully, that will help you out as well.

But, you know, it's a legible record, and all of
this is here is stored as individual, discrete data elenents as
opposed to just text.

So you can go back and search on the various
t hi ngs that you want.

If I want to know the l|ast hundred endonetriosis

patients |'ve operated on and then conpare to how nmany of those
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cane into the emergency room in the last tw years, | can do
that, as opposed to dropping a nedical student into a chart room
and coming out a couple nonths later with all that data. I can
now have the conputer do that for ne.

So we have one process that does nmany things for
us all at once.

The other thing is an electronic conputerized
nmedi cal record like this also addresses one thing | heard this
nmorni ng which is security.

W gi ve peopl e passwor ds and credential s
associated with those passwords, so there's role-based security.

Dependi ng on your |evel of security, you get to go different
pl aces in the conputerized nmedi cal record.

A provider will be able to access various things

You can link it down to the specialty of the provider so they
perhaps can't see certain parts of the nedical record. They
don't need to.

But certainly you don't have corpsmen reading
who's got sexually transmitted diseases or who has psychiatric
di sease, whatever, that we currently have the possibility of and
certainly see all the tinme in the paper record.

So rol e-based security, | think, is another nmajor
i nprovenrent for the care of our patients, you know, in our
conputeri zed patient record.

But anyway, | just want to show you what it | ooks
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like. This is a nice, conpleted note that really is point-and-
clickable fairly quickly. A lot of our people that are using it
at our test sites are very quick with this now, and they can
generate a note in really just a few mnutes as opposed to
sonetines witing it out because we can have the conputer do al
the pertinent negatives as well as describe the pertinent
positives.

And what | wanted to do al so was show you a nodul e
that we're working on currently as a possible way to address sone
of the things that you're all talking about here.

There is a modul e here called pati ent
qguestionnaires, and we built this -- | think we built it just at
the mddle of January for sonebody else, just to show them the
possibilities of what you can do, and what we did here was we
quickly built this -- what we call self-reporting tool here, and
you can see -- you know, there's a series of questions, and you
just go through and click on this and answer these questions.

This data then gets stored in a clinical data
repository for later retrieval out of the system

And you can use the conmputer to do that as opposed
to ot her nechanical or manual ways to do that.

But this didn't take any tinme at all to build, and
so this nmodule is currently in devel opnent and should be in the
next iteration of CHCS-2, where we'll be able to allow people to

bui I d i ndividual questionnaires that they have to have for schoo
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physicals or other things, and it can also be adaptable to
something very simlar to what | see being built in the Recruit
Assessnent Program

So | wanted to show you a little "look and feel"
of the programand talk a little bit about that and also tell you
that | think | heard another comment that CHSC-2 is that train
that's always out there and you never quite catch up to it or it
never catches up to you or it never arrives at the station,
dependi ng on how you're going to |l ook at the direction, | guess.

|'ve been involved with this since |last March, and
so | don't have the whole history of it, but it's currently just
finishing what they call G AT which is Governnent Installation
Accept ance Testi ng. It finished |ast week. I think it went
fairly well.

The next step is for the services then to wite
their letters of acceptance or non-acceptance, and we're
optimstic that they' Il accept it for testing, and once that has
occurred, then it's going to go to operational test and
eval uation, and that'll take several nonths.

And the current target is that we'll reach
mlestones 2 and 3 at the end of June of 2002.

If we reach nmilestone 3 by the end of June, then
we'll start worl dwi de depl oynment relatively soon after that.

And it's a fairly anbitious plan to get it rolled

out worl dwi de in about a three-year period.
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So that's kind of where we are right now We're
testing it at four sites -- Portsnouth Naval Hospital, Langley

Air Force Base, Seymour Johnson Air Force, and Fort Eustis in the

Arny.

There's about 100 people using the system per day;
about 400 patients a day are being seen. That clinical data
repository that I showed vyou -- that first slide -- that
currently has about a nmillion records init.

So the idea is that's going to be our gold mne
which we're going to be building with this record, and then you
can go mine that electronically afterwards.

So | just want to give you a quick update on where
that was before | talk nore about how we're going to interface
this with the Recruit Assessnent Program

So, given that background about what CHCS-2 is, |
think there's a nunber of things that you need to think about,
and | think a lot of them have already been alluded in the
di scussion we've had up until this presentation.

You know, intraoperability is an inportant aspect
here. W must nmake sure that our systens talk to one another and
they' re not isol ated.

What | saw when | initially read the review or the
background papers on the RAP was that we're establishing these
little access databases at each recruit center.

Qobviously, that nakes it problenmatic because it's
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hard to |ink those access databases to one another, to be usable
in any kind of central way.

Scal eability is another mmjor factor. Access
dat abase is take. You can keep track of your recipes at honme or
your CD's in your file, but it's not particularly good when
you're trying to take care of all your recruits across the NHS.

So there's going to be a size problemwth this.
The program just can't handle that size of a database and still
function normally. So scaleability is an inportant thing.

Security's going to be another thing that's
i mportant, and | think sone people alluded to that as well.

W want to make sure that the data that's in there
is secure and there is sonme sort of a tracking mechanismto see
who's | ooking at that data. O herwise, we're going to have
trouble collecting that data if people aren't confortable that

the data are secure.

Configuration managerment -- | think we've had a
long discussion before |'ve gotten wup here talking about
configuration nmanagenent, but | will tell you this is one of the
bi ggest challenges we all have in talking about any kind of

centrally nmanaged system

We have to agree on a central set of configuration
things so there aren't 12 different flavors of a ceratin program
because intraoperability and comunication are all going go away

if we have that because right now CHCS-1, for instance -- there's

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

161

104 different CHCS-1 sites.

CHCS-1 was developed in an era when that was the
current architecture. It's causing all kinds of headaches now
because there's 104 different ways to nane various things.

If you want to talk about, you know, down to the

| evel of configuration managenment, currently, if I'm at an MIF
and | have a certain pill that | like, | can nane that pill Dr.
Wah's blue pill, and it will man a lot to that CHCS system

because | can link it to the National Drug Code and all that kind
of stuff.

But any other MIF that sees Dr. Wah's blue pill
won't know what that is because it's all local to that one CHCS-1
host, and that's a huge problem that we have to address all the
time.

And | think it's going to be another problem for
the Recruit Assessnent Program as you've all just been discussing
here, talking about the different flavors the various services
want, the wvarious recruit <centers want -- |ocation-specific
guesti ons added.

You're going to have to westle with that, and |
don't even want to start having to work with you on that one
because we have to do this all the tine.

But I will tell you that's going to be one of the
bi g obstacles to overcone in this process.

Data quality -- you know, there's going to be a
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need to nake sure that the data you're getting is the data you
thi nk you're getting.

When | | ooked at this formthat we were given out
here, one of the things | noted is that you have sections, and
each section has various nunbers of questions within the section

Wel |, you have duplication of the question nunber,
so there's question nunber 5 in each of the sections.

And so it's very easy to do data crossover in
t hose kinds of circunstances that can corrupt your database.

So it'll be very inportant to make sure that that
data stays clearly stored accurately.

We've seen problens like this in CHCS-1 where
we' ve asked non-nedi cal people to say, "Okay, in CHCS-2 we want a
field that lists the creatinine." Well, to get sonmething in the
CHCS-2 currently, it has to go to CHCS-1 to pull it.

So they programmed it to go pull the creatinine
out of CHCS-1. Well, there's serum creatinine; there's urine
creatinine; there's creatinine clearance. To a non-nedica
dat abase engi neer, they don't know the difference, so they either
pi ck one because they don't want to bug the doctor and ask him
what the difference is, or they'Il give you all three, okay?

But nobody necessarily goes back and checks that,
so when you're pulling up CHCS-2 and you click on "Show ne the
creatinine," you've got to nake sure that what you're seeing

there is what the original source data was supposed to be.
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The sane thing when you have a questionnaire like
this that has multiple question nunber 5 s across 12 sections or
how nany other sections are in there, so you've just got to be
very careful about building a questionnaire and building a
dat abase in terns of your data quality.

So in terns of possible next steps that | see in
terms of integrating whatever Recruit Assessment Program you al
decided to cone up with, | kind of elicited some things that |
see as necessary next steps to put it into CHCS-2 if that's the
way you want to go with it.

First of all, you've got to define your
requirements, and | think there's already been a lot of
di scussi on about how hard that's going to be, but you have to
define your requirenents -- have to agree -- tri-service, across
all services, to what these requirenents are and stick by that
agr eenent .

And then refine your teleformif that's what you
choose to use.

| want to also mention that there are a |ot of

other data entry nodes, and those have been discussed, | think, a
little bit, whether it be a hand-held or a termnal -- sort of a
ki osk. That little questionnaire that | showed you -- we could

nodul e that out so that that's the only part that's there on the
screen, and a patient could cone in and fill out that or a

recruit could fill it out.
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Once it's supported like that, it could go to a
web-based format across a secure server; it could go to a hand-
held -- any nunber of ways it could be a data entry point besides
the teleform

I think somebody was conplaining that the tel eform
is labor-intensive. There's little shards of paper that cone out
when you pull the spline (ph) off of them Qovi ously, those
ki nds of things could go away if you had another data entry.

So either refine the teleform or consider other
data entry nodes is ny recomrendation -- to |ook at sone of the
ot her technol ogies that are out there. There nay be other ways
to speed up the data entry process that makes it cleaner and
easi er.

And then whether or not you inport the infornmation
to the CDR now or later is another decision |I think you have to
make.

You know, people have always this anxiety to have
something today. "I need it today; | can't wait for whatever is
conmi ng down the road, whether it be CHCS-2 or the next iteration
of the HEAR "

If you were to do that, you have to kind of be
t hi nki ng about how you're going to integrate your database wth
the CDR at a future date.

Up to this point, | don't -- I've talked to the

peopl e who have been involved with CHCS-2 for sone tine, and even
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t hough there's been a nunber of slides this norning that say the
RAP will be integrated with the CHCS-2, | have not heard anyone

define that requirenent for us at the central office |level, okay?

And that's really what we need to have. It needs
to be -- a defined requirenent has to be given to the central
program office to -- and we have to go then and budget to do
t hi s.

You know, the word we have in our office is we can
do anything; it just takes time and noney, neither of which

anybody has.

So we need to know about a requirenment, and as far
as | know, the requirement for integrating the Recruit Assessnent
Program has not been given to the CHCS-2 program office.

So if that's sonmething you all decide you want to
do, we need to get a defined set of requirenents that we can then
cost how nuch it's going to cost to integrate into our database
in the clinical data repository, and then we've got to work on
figuring out where we're going to get the dollars to do that
wor k.

So with that, 1'll stop here, and | appreciate the
opportunity to address you all, and good luck with the renainder
of your discussions, and |'m happy to help with any technical
guestions that might cone up.

DR. OSTROFF: Thanks. W're running a little bit

late, but | did want to have about five or ten mnutes of
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di scussion now that we've heard all of these presentations and
get sone feedback fromthe board.

I mean, from ny perspective, it seens that you
have here, if | wunderstand everything correctly, this is what
Congress wants you to do; this is what the 1OM wants you to do;

this is what the board thinks you ought to be doing, and -- and |

think there's little question that this needs to Dbe
operationalized. | nean, it needs to go beyond the pilot period
and it needs to be operationalized, and | think -- you know,

nunber one, sonebody's going to have to pay for it, and that
hasn't been di scussed as to where the resources are going to cone
to do this.

And | nean, if | was the one paying for it, 1'd

want to nake pretty darn sure that it's being done right.

And | think that's going to require sone
st andar di zat i on. I hate to say it, and it's going to
require -- this isn't one of those situations where everybody can

sort of take the reconmendations and then operationalize them as

they see fit from service to service to service. O herw se,
you've lost the intent of doing it, and | don't know-- that's
just ny thought. I don't know if anybody el se has any thoughts
about it.

AUDI ENCE MEMBER: I wanted to bring a couple
poi nts up. First of all, going back to the questions, the
guestion was -- is this a-- is the RAP as it exists today an
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effective tool for collecting baseline information? And then
the issue of feasibility at the bases.
Understand a couple of things. From a policy

standpoint, we're not looking for these questions to drive
keepi ng people fromjoining the mlitary.

That's not the goal of this process by any neans,
and that's a whole 'nother realm that we talked about from the
standpoints of MEPS and nedical entrance processing and what
wai vers are given and what are the restrictions. This is not
where we're going with this type of project.

From t he standpoint of policy, the recomendations
that you bring to us will allow us to take that next step.

Right now we're still in a pilot stage. W' ve
been there since 1997.

If we get recommendations to say, "Go forward,"
then we can start talking about palmng for this, talk about
functional requirenents, laying the pieces together and bringing
this to the attention of Dr. Wnkenwerder and Dr. Chu at the
| evel of the undersecretary of def ense -- personnel and
readi ness.

So now we've crossed this Iine fromthe nedic side
of the house to personnel.

And with that comes the npbney and the whole
process of naking this so.

So we convince our leaders of it and everything
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else to fall into place.

That's why we need your recomendations; that's
why we wanted to present this fromall sides and allow all of the
services to have input as far as the questions are concerned.

Certainly we have a product right now, from ny
mnd, that collects baseline data. 1'Il leave it at that.

DR OSTROFF: Well, based on what we heard
yest erday, maybe we ought to nake it |l ook like a N ntendo gane.

(Laughter.)

DR. OSTROFF: That's what they all seem to know

how to do.
(Laughter.)

DR. OSTROFF: Yeah?

MR FRIEDL: | think what the board' s been asking
for, though, what came out in some of the questions were sort of
related to where are we in this pilot-testing phase.

And what | haven't heard in the presentations is
something that tells you about the effectiveness of these
guestions, and we've got to get down sort of into it and -- you
know, there are questions about the reliability, for exanple.

W' re asking people, "Have you conmitted a federal
crinme here?" when we ask about, you know, anabolic steroid use,
and you know, nmaybe some of those questions, you're not going to
get reliably answered.

W're asking them "Do you have an eating
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di sorder?" And they're still -- you know, in the first three
days here of recruitment -- they can be thrown out, even though
we're not using this for selection -- as an EPTS, you know, and

that's, you know, sonething that falls in the nedical standards.
There are questions -- you know, | nean, the
concept -- sone of these things like the psychol ogical baseline

guestions, we're just not going to be able to do too nmuch

pi |l oting.

We have to put in solid questions there that we
can use for post-depl oyment conparisons and future -- sort of go-
for-it illness situations.

It's incredibly inportant that we do this, and
we' ve heard |l ots of discussion on, you know, it's inportant that
we do this, and everybody wants us to do it, but we're still
tal king kind of at a conceptual level, and I think what 1'd |ike
to hear nore about, and | think what the board' s asking for is
show nme, you know, where's the beef here.

DR. OSTROFF: well --

MR. FRIEDL: Do we have results?

DR.  OSTROFF: Yeah. I  nean, from ny -- |
partially agree with what you're saying; however, | think that
there is a fairly large science behind asking these types of
guesti ons.

I mean, it's not -- | realize the mlitary is a

uni que setting, but you know, if you are asking sonebody if
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they've ever driven a car while drunk, that's not, you know,
something unique to the nmilitary, and others have thought about
this and how to ask that particul ar question.

And | don't think it's -- | nmean it's not going to
be acceptable, at least to ne, to spend another five years trying
to operationalize sonething like this when you' ve taken five
years in terns of trying to pilot various aspects of it.

If it's the right thing to do, let's do it, and
you know, just like Dr. Wnkenwerder was talking about sone of
these vaccine issues, | nean, | think that this is an inportant
activity, and we ought to do it, and we ought to do it right.

Bill and Dr. Patrick

DR BERG | awhile ago was prepared for -- | was
going to ask the question, "Ckay, where do we go from here?
Where's the tineline?"

And it seems to ne we're sort of at a dead end in
the sense that we've got little pilot projects all around, and
we've heard repeated assertions about autonony and why it's
i mportant.

And Kevin has put together a nice, little VEN (ph)
diagram but | think that tiny area where all the systens overlap
just gets too nuch w ggle room

You know, it seens to me the next decision is to
say, "Okay, here is the one way we're going to do it," and then

nove forward on it to the next set of questions, but | don't see
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much sense in continuing all these different projects and
reporting back to the board in another six nobnths or a year.

DR PATRI CK: Well, again, | think what we've
found with these projects -- these pilot projects -- is that this
is a conplicated process, and |'m wondering whether we couldn't
find a way to take the value fromeach of these pilots and get to
some conmon set of requirenents.

I nean, the inportant issue here really is to

establish a process of ongoing assessment, not to put forward

right now a set of questions that would be asked. It's to put in
place a process that wll support the refinenent of these
guesti ons.

W know that these are going to be fairly
nal | eable over tine. W already know. W' ve already |ooked at
these and found grammatical errors and ask it this way and ask it
t hat way.

What |'m struggling to hear here is howis there a
way in which we can take the value of these pilots and in an
accel erated fashion and as accelerated as anyone would want get
the value fromall three to really approach this?

I nean, it would seem | ogical that each one of the
services may, in fact, have their own questions that they would
want to ask, but that there is this center area on a VEN diagram
in whi ch t he over | appi ng services could ask core

guestions -- core questions that everybody should be asked, and |
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like the notion that it's not just on entry; they should be asked

appropriately over time so that we know the natural history of

many of these risk behavior issues.

But how can we -- | guess is there -- is there a

policy directive that can cause a tinme-certain
the requirenents for establishing this could

i mportantly, the presentation from Comrander

process by which
occur, and very

Wah there -- how

this, in fact, then going to be linked with this clinical system

that | assume is taking an awful ot of investnent?

You're saying that it's a three-year roll-out, and

by the end of three years, what is the projected nunmber of users

of the CHCS-2 at the end of three years? Wuld this be accepted?

CMDR. WAH:  Yes, it will be.

DR.  PATRI CK: Is that essentially then going to

become the clinical information system that folks are going to

use?

CVMDR.  WAH: Yes. It will be the NHS clinical

conput eri zed patient record.

DR. PATRICK: Anpbngst all services.

CMDR. WAH:  Yes.

DR PATRI CK: A critical issue that we've heard

here, then, is that nobody who's been developing this has

talked -- and you're heading up this initiative;

CMDR. WAH:  One of them
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DR. PATRICK: One of the |ead people.

CVDR.  WAH: I don't want to have that target
pai nted on ne.

(Laughter.)

CVDR.  WAH: But you know, any big system Ilike
this -- one of the -- we have what we call a spiral devel opnent
process where we take in requirenents and we have to cost them
out, and then we have to budget them

And you know, way before |I got to this program a
core set of requirenents were established, agreed on by all the
services; they costed it out, got the noney and started buil ding
it.

We currently are in the final stages of testing it
bef ore deploying the first version of this.

But what requires -- in a spiral devel opnment
process is, as new requirenents conme in, they have to be
identified, agreed upon, costed, and then built into the system

But, you know, the plan is -- is that we are going
to have this CHCS-2 clinical data repository, conputerized
patient record depl oyed across the MHS in a fairly rapid way.

Now, at the end of three years, the last one
that's deployed, the last one where the place is turned on, is
probably going to have a different system a little nore inproved
systemthan the formthat was turned on first --

DR. PATRI CK: Let ne put this in the form of a
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guesti on. Wuld it not be possible to align the requirenents
process devel oprment -- that process to develop the requirenents
of the RAP along with the process of developing the core set of
guestions that are expected to be asked?

CVMDR. WAH:  Yes. | nean --

DR PATRI CK: Those questions, probably by the
time they're inplenented, will change.

CVDR. WAH: And to sonme degree, the exact
guestions --

DR PATRICK: Right --

CVDR.  WAH: -- don't have to be defined at the
time the requirenents are --

DR PATRICK: Right.

CVDR.  WAH: W need a requirenent that says we
woul d be able to like to put this kind of information --

DR PATRICK: Right.

CMDR. WAH:  -- into the clinical data repository.
This is the vehicle in which we envision it going in 'cause,
from our standpoint, if there's 100 questions or there's 100
guestions, | don't think that makes as much difference.

But if you want to bring it in on a scantron form
or you want to bring it on a palmpilot or you want to have a
tablet or a kiosk or sonething like that, then we need to know
about that, although the systemhas sone flexibility about how it

recei ves dat a.
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Still, the other critical element is we have to
know how we're going to map the questions that are asked so that
the answers are napped to the clinical data repository.

DR. OSTROFF: Ri ght. Let's take a couple nore.
Col onel Wodwar d?

LT. CO.. WOODWARD: Yes, thank you. Kel |'y
Whodward from the Air Force. It would be helpful, | think, in
nmoving this along if the board wanted to address one issue that
we're getting at, and that is -- is the scope of the RAP -- is it
intended to be capturing baseline information at the point of
accession as a snapshot in time, or is it intended to be our
| ongi tudinal health assessnent tool because we actually have a
program office -- a tri-service program office that's been
grappling with the |longitudinal recurring assessnment process
t hrough the HEAR which has been going on for a nunber of years
working in a tri-service venue.

There is policy, by the way, witten -- HA policy
directing the use of the HEAR unless it's sundowned -- | don't
know if it has or not -- so I think it would help us to know

whet her the RAP includes the ongoing surveillance tool or if

there are two separate things because that would then help us

know programmatically how to proceed, and | wll just say
programmatically -- two prograns is probably sonetines harder
t han one.

DR OSTROFF: Let ne just say -- | nean, naybe I'm
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wrong, but ny vision was that you wanted sonme sort of a baseline
assessnment tool that could then be used to determ ne outcones
over tine anongst accessees.

And | -- 1 nean, from ny perspective, | don't
really care if the subsequent assessnent tools are exactly the

sane as the one that's used on accession

But | do care that the one that's wused at
accession is usable and is -- is standardi zed.
And | nmean, | haven't heard anything yet that

tells me that this isn't feasible, and you know, if it's an issue
for the Air Force with the six weeks, make it six weeks and one
hour. | nean, if we think this ought to be done, do it.

LT. COL. WOODWARD: And that's helpful, sir,

because | think, if that's what the scope of this is, then sone

of the discussion about this -- is this just a baseline snapshot
in tinme or is this the foundation for the ongoing
guestions -- you know, we may approach that differently.

DR. OSTROFF: Let me turn to Dr. Herbold, then we
can --

DR. HERBOLD: | think the board can help. | think
there's short-termobjectives here and sone | ong-term objectives.

I think the board can respond to what we've heard
here on sonme general principles that the board holds dear and
supports.

One is, when should it start, and it seens to ne
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that, if it's a recruit assessnent tool, it ought to start with
recruits, not when you're in secondary training. That's a
principle.

Another principle that | heard that | like is this
concept of -- there's a dataset that's needed, and there m ght be

sone different ways of getting there, but there's a general set
of information that needs to be in this.

But then counter to that there are general
principles of survey managenent, conduct of surveys and
collecting data that we feel it's inportant that it be simlar
across all services because the issue of what happens to a side
is one thing -- physical injuries and those things -- what
happens in the recruit training environnent is a very, very
i nportant issue to the services and to the public.

And then also, if you need to have that
standardi zed entry information to be able to adjust for any
differences in those populations as you follow them forward
through their careers -- so | think that we can respond to what
the general principles are and the one nost outstanding one -- or
the two was that it ought to be done in the same way and started
at the sane tine, and then we can westle through sone of these
ot her issues.

I was there with Trinmest and all the -- you know,
the informati on nanagenent thing is a nobving target, a noving

train, that's always going to be changi ng.
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DR OSTROFF: Well, I'lIl state a third principle
which is that it has to be epidem ol ogically sound.

| mean, if that doesn't come out of this board,
nothing will.

Pl ease make your questions brief, or else we're
not going to eat.

MR GOODRICH | wll, sir.

DR. OSTROFF: O your comments, | should say.

MR GOODRI CH: Scott Goodrich, TNA Just to add
to what Colonel Wodward just mentioned, the tri-service, tri-
care here is going to probably be ready to start collecting
information in COctober of '02, just the beginning of the next
fiscal year which neans that we will be gathering informtion
that will be going into the clinical data repository.

Now, we understand that for the RAP that, if we
were to use sonething |like the HEAR which has been designed as a
core set of questions, if we were try to expand that, it would be
a fairly sinmple matter to add additional questions approved by
this comrittee to something like that core set of questions that
we'll be using in the HEAR

I ndeed, it has always been our thought that, with
that core set of questions that we are going to be putting forth
with the HEAR that the services should be free to add additi onal
guestions that are unique to their service requirenents, their

servi ce needs.
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So | think that we can work very well together and
al so ensure that this data is maintained and that the integration

to CHCS-2 continues so that we have a usable instrunent in years

to cone.

DR. OSTROFF: And Dr. Ness, did you have a
comment ?

DR. NESS: Yeah. "Il try to nake this very
brief. I think there are -- it occurs to me there are three

separate issues here.

One is what's going to be the baseline core set of
guestions, and how qui ckly does that get rolled out?

Two is with respect to followup questions, how
are those designed, and ny own personal belief is that optinally
those follow up questions should come from at |east a subset of
the core of baseline questions.

In other words, to sone degree one wants to repeat
a set of baseline questions over tine. That doesn't nean that
you can't add additional questions; it sinply nmeans that those
formats shoul d be nmintained over tine.

And then the third one has to do wth this
i nformati on nmanagenent set of strategies.

And personally | would vote at this juncture that,
with some mnor nodifications within a fairly short period of
time, that the RAP gets rolled out with the opportunity for the

services to add questions that the foll owup set of questions can
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be, you know, kind of a next stage of the piloting process and
that the informati on managenent requirenments obviously need to be
taken care of also within this very short period of roll-out.

But, you know, | see no reason to kind of continue
this process ad infinitum

DR OSTROFF: No. Last comment, and then 'l let

Greg have the last word if he has any.

MAJOR GOULD: Yes, this is Major Gould. |1'm USIS
preventive medicine resident. The one other point that | heard
and saw three or four different versions of is -- aside fromthe

guestion of question content admnistered to each of the
different services, but also the question of how the questions
are administered, the pictures that Dr. Young showed of |arge
groups of Marines all sort of hanging over each other versus what
| heard another service nention about individual study carrels
allowing for the lack of leaning over and so forth to questions
on palmpilots -- | mean, that needs to be standardi zed as well
in addition to the actual question content. Thank you.

DR.  GRAY: Just a couple of very quick things.
Let me just say that the RAP devel opnental team was never tied to
any particular type of technol ogy.

We chose the paper-and-pencil format because it
had been pioneered with the SHIP programand it worked. Also, it
gave us the flexibility to change our questions on the fly. W

were able -- not over a several -week or several -nonth or several -
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year period -- pilot new questions and come up with really the
best sort of questionnaire possible in a short period of tine.
So that's the reason we chose that technol ogy, but

certainly we're not tied to it over the long run.

I think, as far as early separation, | think any
kind of baseline assessnent has to be totally separate -- early
separati on.

Li eutenant Kaforski -- he was really tal king about
the SHI P program and not RAP program as it's been -- if you

expect to get accurate data, it's got to be separate from early
separati on.

If the troops feel they might be relieved fromthe
service because of sonme question they answered, then they're not
likely to give accurate responses.

If we ask sonmething that seens to ask sonething
that possibly is illegal like the use of the steroids -- I'll
have to look at that question -- naybe that question should be
nodi fi ed or renoved.

But it really has to be separate -- the baseline
assessnment fromearly separation.

Another thing is we spent a lot -- you know, a
nunber of years now trying to optim ze the sort of questions that
you woul d ask recruits, the sort of baseline data that you need,
and we really think you have a good instrunent. | nean, it needs

sonme nodifications, sone changes in |anguage, but we feel like we
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have a good instrument.

And it has to be conpatible with the later HEAR
assessnent.

I mean, for you to have Ilongitudinal database,
you've got to start with baseline, and you've got to update it
over tinme.

But sone questions do not have to be asked again.

Once you ask about childhood trauma, once you ask about
occupati onal exposure before you entered the military, you don't
have to ask those questions. Those are out of the way. You
don't have to go back to them again.

And so your later questions like the HEAR will be
nmuch si npl er.

I think the last point I'd like to nake is | don't
think the HEAR really fits the bill for baseline assessnent since
it's a different type of tool. It's been designed for nedical
i ntervention, for people who need sone sort of health care during
their mlitary service.

It can collect longitudinal data; it can update
the database, but it's really not set up to collect the sort of
baseline data, the sort of onetinme data that you need to build on
to have a | ongitudi nal database.

So we have to sit down with the HEAR people; we
have to nake sure that the RAP is conpatible with the |ater data

that's collected in the HEAR | don't think the HEAR really is

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

183

suitable for collecting baseline data anbngst recruits.
Conmander Ryan can say sonething to that.
Anyt hing you want to add to that?
DR OSTROFF: But it's taking away from neal tine.
(Laughter.)
DR. OSTROFF: Ckay, let's adjourn for lunch, and
we have to be back at 1:00.

(A lunch recess was taken at 11:54 a.m)
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AFTERNOON SESSI ON

(1: 09 p.m)

DR OSTROFF: Let's go ahead and get started.
People are still filtering in.

We have a couple of presentations in this next
session concerning a topic that | personally don't know a
tremendous anount about, and that's Phased Array Radar, but there
are clearly sonme issues related to the facility in Cape Cod,
Massachusetts that there are formal questions that have been
brought before the board, and we're going to have a couple of
presentations to try to bring the board up to speed on sone of
t hese issues.

And so why don't we go ahead and get started.
Col onel Ruscio is going to initiate the discussions.

LT. CO.. RUSCI O Yes, sir. Thank you. Good
afternoon, |adies and gentlenmen. | appreciate the opportunity to
present to you this afternoon.

What | would like to do is just give a brief
overview, present the questions, and then following on ny
presentation there will be sonme presentations that go into a
little nore detail on the subject.

So 1l introduce the issue, provi de sone
gquestions to the AFEB and would like to spend a little bit of
time on the background and concerns.

Phased Array Radar -- the Phased Array Radar at
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Cape Cod is one of three radar systenms in the United States that
protects the United States from intercontinental ballistic
m ssil es and sea-launched ballistic mssiles.

Phased Array is an electronically steered radar
system which is not uncomon in the radar technol ogy. In fact,
it's used throughout DOD and comercial industries.

| believe the issue is related to this question
here -- approximately two and a half years ago, Air Force Space
Conmand initiated an environmental inpact statement for the
pur pose of upgrading conmputer systems in the Phased Array Radar
system both the one at Cape Cod, the one at Beale, California,
and Clear, Al aska.

As part of that environnental inpact system and
due to communities' concern on the potential health effects
related to low |l evel s of radio frequency energy, the service life
extension programand the EIS was -- full EI'S was initiated.

Specific questions that we would like to present
to the board are the ones that are listed on the slide.

There's considerable concern that the standards
now in place for protection of both occupational workers and the
conmunities are not sufficient in providing a standard of safety
related to radio frequency energy exposure.

In addition, the second question ['Il talk
about -- the Air Force's work with the community, the county and

the state in trying to work with the comunity to address the
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public health issues that have been raised.

There will be a series of docunents related to
addressing those questions such as statenent of  works,
approaches, protocols and nethodology to evaluating the health
concerns that have been raised to the Air Force and Space
Command.

I'd also like an evaluation of the -- of any
i ndication for an inmedi ate epi deni ol ogi cal assessnment or further
epi deni ol ogi cal assessment for the DOD nmenbers or the conmunities

involved in this concern, this issue.

I just wanted to provide you a little bit of
background. | nentioned already that the Air Force is executing
a proposed service life extension program to upgrade the

conputers and the system so that the system can nmmintain and
continue to run.

There's been a considerable amunt of public
concerns fueled by various actions and different issues that have
been brought up.

Actually, this issue is not necessarily new.  You
can go back to 20 years ago when the PAVE/ PAWS facility was first
put into place, and there was sonmewhat of a shaky start in 1979 -
- and simlar concerns related to lowlevel radio frequency
ener gy exposure.

The Air Force did work with the National Research

Counci | . EPA produced a variety of sound -- | think very sound
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docunents to address those issues.

The PAVE/ PAWS facility is located on the upper
cape of Cape Cod.

The Massachusetts mlitary reservation is one of
the | argest superfund sites for the Air Force.

So there's a history of a level of mistrust with
DOD rel ated to cl eanup issues and health risks.

The other issue is the suspicion that secret data
exists with radio frequency energy related to indications of
adverse health effects.

There are certain cancers that Dr. Knorr, state
epidemologist, will be following on ny presentation with sone
information on the state epidem ol ogical information related to
cancers and sonme of the studies work that has been done in that
ar ea.

We also have a researcher -- the Air Force has a
physi ci an researcher who has information or claims information of
greater risk and imrediate risk to individuals based on radio
frequency energy exposure.

The Air Force is working with a variety of experts
and a three-pronged approach to addressing this issue.

In Septenber this vyear, the Ar Force has
contracted with the National Research Council to specifically
| ook at the one question of operating or using continuous-wave or

pul sed-wave radi o frequency energy biol ogical data as a surrogate
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for phased array Data.

For those who don't know, this has been the
process for the past 20 or 30 years, and the issue revolves
around power density, not necessarily the characterization or the
characteristics of the particular radio frequency energy waveform
but nore centrally related to the power density.

But we've asked the National Research Council to
readdress that issue and to reeval uate that question.

Al so, to update the 1979 NRC study -- in 1979, the
NRC evaluated radio frequency energy literature related
specifically to this and its site and to Phased Array
Radar -- excuse ne -- and we're asking themto update that study
that was conpleted in 1979.

In addition, we have started a waveform
characterization effort. Next week, we'll have a team from
Kirtland Air Force Base up at Cape Cod to attenpt to eval uate and
characterize the waveform characteristics specific to PAVE PAVS
energy to specifications that have been laid out by some of -- a
researcher who indicates that the waveform characteristics are of
particul ar concern for health issues.

The Air Force has partnered with the comunity.
We have a PAVE/ PAWS public health steering group. It's a public
neeti ng. St akehol ders nmeet on a nonthly basis. W've actually
net sometinmes nore than on a nonthly basis.

The stakeholders, the representatives for the
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conmunities include local public health officers, elected and

public health officers -- state department of public health a

nd

the county departnent of public health are also on that

comm ttee.
The conmittee has been neeting for approximately

year now, and the conmittee is going to work with independe

a

nt

epi deni ol ogi sts from radi o frequency ener gy

experts -- neasurenent experts to eval uat e t he exposure

assessnment in the community, to conplete exposure assessnent
the comunity and to evaluate that with -- against biological

pl ausi bl e di sease out cones.

in

l'y

I already nmentioned that the nakeup of the

steering group -- and its attenpt to address public health

concerns about PAVE/ PAVS.

This is one of the areas where we'd specifically

i ke your assistance and your help in nmoving forward in a soun

sci ence, methodol ogi cal process.

dy

| think that should be it. Wat |'d like to do

now is introduce Colonel Ashworth who will tell you about t
PAVE/ PAWS facility.
LT. COL. ASHWORTH: Thank vyou. Good afternoon.

Thank you very nuch.

he

I want to take just a second to also footstonp

sonet hi ng Li eutenant Col onel Ruscio said. One of the things,

you sit here and hear us brief, you're going to hear a |ot
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acronynms, Air Force acronyns specifically. I'mgoing to clear a
little bit of that up.

But also it looks like it has a strong, heavy Air
Force flavor to this, and it does right now. There is no doubt
about it. You're going to see a big target here in just a few
m nutes when we show the site up there.

But one of the nmain reasons that we're here today
is to footstonp again the bottomline that, even within the Ar
Force, out of Air Force Space Command, there's probably 15
di fferent systenms that use this type of technol ogy. Across DOD,
multiply that even further.

You're seeing potentially a tip-of-the-iceberg-
type issue that we felt it was tine to expose beyond our conmand
wi thin space command, beyond the Air Force to a broader community
because it is getting elevated, and we wanted you in on the
ground fl oor.

We're not really |ooking for answers here today.
Today is for the background to provide you with some know edge
and understandi ng of what the issue and the questions are and to
get you in on the ground level if this escal ates.

As Lieutenant Colonel Ruscio said, |'m Lieutenant
Col onel Richard Ashworth from Headquarters Space Conmand. e,
guote, "own" this particular system comonly referred to as
PAVE/ PAW5, Precision Acquisition Vehicle Entry/Phased Array

Warning System That's what it stands for.
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What | would like to do is provide you with a
little bit of background on the early warning systens and di scuss
their radio frequency energy operating characteristics, again to
give you a baseline as we nove forward in the discussion.

I"lI'l talk to you very briefly about the m ssion.
You' ve al ready heard about that.

The characteristics -- sone of the health and

safety specific issues, sonme of the survey results and the quick

summary.

M ssion -- Lieutenant Col onel Ruscio tal ked about
that -- missile warning is first and forenost primary, but also
space surveillance. You know, you hear a lot of time wth

shuttle missions about space debris, size of a dinme can be
dramati c.

These systens wll actually track for space
surveill ance as well.

The assets -- we already tal ked about PAVE PAWS.
Al so, you'll hear the term BMEWS. PAVE/ PAWS are actually at
Beal e and Cape Cod. The BMEWS -- the Ballistic Mssile Early
Warning System-- is at Clear, Tulley (ph) and Follingsdales
(ph).

The systemthey all use, the core of their system
is called an SSPARS, a Solid State Phased Array Radar System It
is comon at all sites, and that is the root of the issue, if you

will.
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It may be a little bit difficult to see, but on
the left it shows you that this particular radar on the East
Coast at Cape Cod -- scans for 240 degrees and then in el evation
from three to 85 degrees -- has about a 3,000-nile range and
tracks an object about the size of a snall car.

On the right there, you can see laid out in the
green, it shows you the coverage on the Eastern Seaboard of this
particul ar systemon Cape Cod.

There is sone overlap on the northern and southern
ends, if you will, from some of those other systens | talked
about, but primarily this is the only system that is the Paul
Revere, if you will, of the East Coast.

What you see on the right is the actual PAVE PAVWS
site. It's enormous, if you wll. It was built in 1978 -- 10
stories tall -- it has two array faces that do the scanning. It
has 5,376 antenna el ements; only 1,792 of those are active.

You see an antenna elenent there on the left side
of the screen, and as Lieutenant Colonel Ruscio said, you don't
see moving parts. You know, when you drive around the airport,
you see the scanni ng-type radars.

This one is electronically steered by controlling
the em ssions conming from individual elenents, and they' re able
to control it to pinpoint a certain space in tine that forns the
beam

The actual beam itself never -- the nmmin beam
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never contacts the ground.

Again, one of the reasons is, obviously, it's
scanning fromthree to 85 degrees in elevation, so the nain beam
itself does not irradiate at the ground | evel.

But not all of the energy is contained in the main
beam There's a very snmall fraction, about one one-thousandths
of the main beam energy that does slip out, if you will, onto the

ground surface, okay, but the main beamitself never contacts the

gr ound.

It operates between the frequency of 420 and 450
nmegahert z. It has a peak power of 543,000 watts or 543
kilowatts. It is pulsed, and it listens, though, 75 percent of
the tine. It pulses, actively radiates 25 percent of the tine,

and then it's listening 75 percent of the tine.

So two inportant points here is the nmain beam does
not touch the ground, and it's not irradiating continuously from
a public health standpoint.

From operational health and safety, we of course,
like any other service, aren't self-regulating in this area. W
conply with this nation's standard.

This one happens to be set by the I|EEE, the
Institute of Electrical and El ectronics Engineers, and has been
adopted by the Air Force.

There's two linmits there. There's an occupati onal

limt and a general population limt, and it's based on, as
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Li eut enant Col onel Ruscio tal ked about earlier, the average power
density.

In this case, for the general population, it is
frequency-dependent, but in this case, at the worst case, if you
will, it's .28 -- that's mlliwatts per centineter squared, and

the thing you have to watch here is the units that we often

use -- you're going to even see ne flip-flop between mlliwatts
and microwatts -- it's 280 microwatts per centineter squared or
.28 mlliwatts per centineter squared.

COver tine, since 1978, when it was first
constructed, there have been nunerous RF -- radio frequency
energy surveys conducted in and around the facility and several
that were actually done out in the community.

The first two there were actually in and around
and out in the community, and the thing to really take away from
the summary slide is the results over on the right-hand side.

The peak power was measured in 1978 out in the
conmuni ty at any | ocation -- was 19.6 -- that's
mcrowatts -- standard again is 280 m crowatts.

The average power which the standard is actually
based on -- the highest reading was .06 mcrowatts out in the
conmunity with a standard again of 280 microwatts.

In 1986, at 15 different locations in the
conmunity, .28 microwatts per centineter squared.

The thing to really take away of what we're
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presenting here is -- again to put it in perspective of where we
stand with existing standards. That's not really what the
guestion is about per se, but we wanted you to understand, as far
as the radar operates setting there today, there really isn't a
guestion about its health and safety if you used existing
st andar ds.

The question that has been raised is about an
alternative theory whereby the current standards don't apply to a
phased array-type system

I chart -- within your handout, hopefully there's
a full page there -- it should be readable -- and these are the
survey points from 1978 and 1986.

If you see where the two wedges cone together up
there kind of in the center right, if you will, or top center,
that's where the PAVE/ PAWS site is |ocated.

The pink wedge or purple wedge is actually the
coverage that you're seeing on the upper cape, and at every
| ocation neasured there it was at least 4,000 tinmes below the
current standard out in the comunity.

On the site itself, it obviously is a little bit
hi gher than that, but in the wedge on and out in the community,
4,000 tinmes bel ow the existing | EEE standard.

So, in summary, we have a system that is crucial
to national defense. As | indicated, this systemis the only one

that's watching the Eastern seaboard.
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It nmeets all current health and safety standards,
and the Ar Force, as Lieutenant Colonel Ruscio showed, is
conmitted to addressing the public health concerns, and we
hopefully are going to introduce the subject to you here today,
and you can see how we progress in the future, and hopefully you
can be a sounding board to nake sure that, as we progress, that
we do it in a logical, scientifically wvalid, public health
manner. Thank you.

DR. OSTROFF: Thank you. Can | ask you one quick
guestion --

LT. COL. ASHWORTH: Yes.

DR, OSTROFF: -- that wasn't covered? Was there a
particular reason that it was put on Cape Cod?

LT. CO.. ASHWORTH: First, | won't have the exact
answer to that 'cause, again, those decisions were nade in the
md ' 70s.

My understanding is they |ooked at a bunch of
alternate sites at that time. There wasn't anything particular
in the sense that it absolutely had to be there, but when they
conbined the alternate locations that they |ooked at -- for
instance, there was a site in Georgia that provided simlar
coverage, if you will.

So there were sites along the Eastern seaboard at
one time first that were considered at alternate sites before

they sited it, and for whatever reason they decided that that was
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the best | ocation.
One thing is it does sit up way on top of a hill.

I didn't show all the elevations in relation to geography and

everything, but it sets up on top of a hill, and for the nost
part, you know, you've got the seaboard quite close -- within a
few m | es.

But there was a systemthat was put in in Georgia,
and | don't know again the history of that and how they | ooked at
it from a national security standpoint about coverage, but it
wasn't absolutely -- didn't absolutely have to be there, if that
is the question, but it was sited there in the '70s, and now
you're |looking at probably a couple-hundred-mllion-dollar
i nvestment if you were to nove it.

DR  GARDNER: What got it designated as a
superfund site?

LT. CO.. ASHWORTH:  Actually, the PAVE/ PAWS itself
is not a superfund.

DR. GARDNER: | assune not.

LT. COL. ASHWORTH: It was the Massachusetts
mlitary reservation which has a bunch of different activities.
There's Air Force. There's guard. There's ODIS (ph) Ar
Nati onal GQuard Base, and primarily groundwater contanination,
groundwater sites -- is what constituted it being a superfund
site.

DR, OSTROFF: Bill?
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DR. BERG Bill Berg. Could we go back to the big
map slide and could you --

LT. CO.. ASHWORTH: Yes, sir.

DR. BERG -- show where it is on there? | nay
have missed it, but --

LT. CO.. ASHWORTH. Right there at the top.

DR. BERG Thank you.

DR, SHANAHAN: Denni s Shanahan. Are you having
simlar community concerns at your other active |ocations?

LT. CO.. ASHWORTH. Not similar, no. At Cear, of
course, in Alaska -- is fairly isolated.

DR SHANAHAN: Ri ght.

LT. COL. ASHWORTH: The community that surrounds
that site is pretty much the people that work at the site itself,
and there's very few i ssues or have been very few issues there.

In Beale Air Force Base in California, there have
been -- first, let me back up and say the reason | know this is
because there have been what we call scoping neetings as part of
t he environnmental inpact statenment process -- the EIS process, so
we had to go to these communities a little over a year ago and
gauge their concern fromthe public health perspective.

And from that standpoint, it started at Cape Cod
with the highest. Beale was next, and then C ear.

And Beale, primarily -- the exposure, if you wll,

is to on-base residents, not necessarily to the comunity.
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I think the community's five mles or so away.
It's not as great at Beale as it is at Cape Cod.

LT. CO.. RUSCI O If I could go back and talk
about the WMassachusetts mlitary reservation as a superfund
site -- I'"'mthe health advisor. That was my original job there,
and the contaminants are fuel s-rel ated contani nants.

The reservation is made up of the Coast Guard, the
Air Force, guard and the Army National CGuard. It was a very
active base back through Wrld War |I. It sits on the sole source
aqui fer for Cape Cod.

The typical or the standard contaminants at a

superfund site related to fuels -- in addition, explosives
contam nants -- there is an i mpact area -- so HMX,
RDX -- those -- DNT -- those types of contam nants.

DR. OSTROFF:  Thanks. Let's nmove on to the next
presentation, and the next presentation is Dr. Knorr who's from
the Massachusetts Department of Public Health. Thank you for
conming out to California.

DR.  KNORR: It's my pleasure. Thank you for
allowing me to address the board.

My nane is Bob Knorr. |'mthe deputy director for
Envi ronment al Epi demi ol ogy for the state health departnent, and |
was asked to provide sone background on the public health issues
on the cape, the work that's been done in the past, give you sone

per specti ve.
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And what | want to do is discuss that and then
"Il end with a little bit about where we are right now on
PAVE/ PAVS.

| started at the health departnent in 1986. I

didn't have gray hair then.

There are a |lot of issues, as Bruce -- Col onel
Ruscio nentioned -- there are -- al | the branches have
contributed to sonme environmental problems and lots of

groundwat er problems, air pollution problens with fire training
areas; they were burning all kinds of things fromexcess fuels to
PCB's, the artillery and nortar range burning excess propellant
that contains carcinogens -- a lot of just mshandling of waste
materials, dunping of mllions of gallons of aviation fuel on the
tarmac.

It's a very sensitive environnent, and it led to a
significant nunmber of PLUMES (ph) that we've been investigating
ever since that period of tine.

I guess things kind of <came to a head in
particul ar because the department has a cancer registry that
released its first report around 1986, and it showed elevation
cancer rates for Cape Cod.

And so imediately people were saying, "Wll,

okay, we've got these environnental problens" that were

di scovered actually as part of an installation and restoration

program on the base, and then we've got all these health
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probl ems, and previously people were aware of the PAVE/ PAWS issue
and some concerns from the environmental inpact statenent
rel eased in '79.

So they asked us, "Well, are the two rel ated?"

And that's what we proceeded to try to address.

Before you go on -- just to nake use of this kind
of a slide, you were asking before where PAVE/ PAW5 is. You can
see it up there in the left corner, and there also are a nunber
of nonmilitary reservation issues and environnental issues -- the
electric plan is one, but there are a number of others. There's
cranberry bogs in that area that will have a lot of pesticide
use.

It's a pretty pristine area, you would think
generally, but there are sone environnental issues that concern
people -- and that mauve color, | guess that is -- that's the
mlitary reservation in whole, so you can see that the PAVE PAWS
occupies a small part of it.

As a way of background a little bit for the cape,
this is a map of the population density. You can see PAVE/ PAWS
up in the corner.

The area that's shown here is called "Upper Cape
Cod." It's conposed of five towmns. Al of Cape Cod is 15 towns.
The popul ation of the five towns is about 100,000, and the rest
of the cape is about another 70,000 individuals, and you can see

the population -- it's not a particularly dense popul ation area.
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It's pretty low It's built up pretty quickly over the years.

And just to show you the coverage that Col onel
Ashworth nentioned -- it's about 347 to 227 azimuth, and one of
the areas of particular concern is the area of overlap of the
beam of the two faces which is -- | think it's about |ike a 50-
degree area there that people are concerned about.

Now, this probably -- this may not be too hard to
read -- | thought it would be hard to read, but | wanted to just
show this, just to give you an illustration of the various

nunbers of investigations that the departnent has been invol ved

It's not just a case where there's one study or
maybe a followup to a study. There have been a lot of studies
on Cape Cod, probably a ot nore on the cape than anywhere el se
on the state.

And in part this is due -- because there are

legitimate environmental issues, and there are legitinmate health

i ssues.

But the citizens and the activists there are very
aggr essi ve. They know how to use the nedia very well, and we
probably -- especially in the early years -- were pretty naive,
and what we thought in our early phil osophy was -- well, citizens

really want us to do this study; we don't think it's really
scientifically based, you know, well scientifically grounded to

do it, but it'll please them it'll nmake them happy, so we'll do
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it, and it really didn't work.

W had to learn that the hard way. It's still
being | earned. W have a relationship -- a cooperative agreenent
with ATSDR, and we still give them those sane noral |essons that

t hey haven't quite | earned.

Col onel Rusci o ment i oned t hat t he cancer
statistics -- just to give you a little taste -- |I have vol unes
and volumes of data, but in 1986 the cancer rates were el evated
for about four major cancer types, and it was the four
maj or -- they were the four mmjor types -- that's lung cancer,
breast, colon and prostate.

That in itself didn't raise any particular alarns
with us. We |ooked at other environnentally related cancers that
we woul d expect to possibly be related to ground water pollution,
air pollution and -- like leukemia and so forth -- and didn't
really see a problem

But the rate -- this is the standardi zed incidence
ratio for two different time periods. The 126 neans it's 26
percent above what we'd expect in the state after adjusting for
differences in the age, distribution of the populations on the
cape conpared to the state, and this 1is statistically
significant.

And over the period of tine, these years and
subsequently, the rates have renmined elevated during all this

time, so this is total cancer -- we see the sane thing with those
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particul ar individual types of cancer.

So the concern has al ways been there, and so -- so
what we tried to do is a way to think of a strategy at the health
departnent to address these, and we had this three-stage
appr oach.

Ohe was to do an occupational study of the
mlitary personnel because we thought they mght be the nost
exposed, and the early years in particular -- we weren't aware of
how nuch the contamination |eft the base.

And the second was to do a residential history
study because the cape is known to be an area where individuals
retire.

So they may have noved from Boston where they were
exposed to the toxic em ssions frompoliticians up there and --

(Laughter.)

DR.  KNORR: -- and brought that risk with them
and they were diagnosed on the cape, and so it nade the rates
| ook artificially high.

And thirdly, if we found that the residential
hi story study found that the rates were elevated in the long-term

residents, then we woul d propose a case control study.

Before | junp into this, | should just say that
with the occupational study we didn't go forward with that -- the
Armmy personnel was working with -- back in the early years -- the

determ nation was that it wasn't possible to assenble a cohort,
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so we haven't pursued that any further.

The residential history study did show that the
rates were elevated in the long-term residents, so we weren't
able to disnmiss the elevated rates due to that factor, so we
proceeded with doing a case control study.

This is a case control study that we contracted
Boston University to do. They had about 2,000 subjects, |ooked
at nine different cancer types, started in 1988, finished in
1991, cost about 500,000 dollars for the state.

And they | ooked at a lot of on-base and off-base
environmental -- potential environnental exposures.

And at the tine, people were really concerned
about the drinking water because the PLUMES -- however, that was
one of the nost clearest findings -- is there was no associ ation
wi th drinking water.

They did find some associations with brain cancer
and various factors that are listed here including living in
close proximty to the runways at the air base on the mlitary
reservation.

And lung cancer was found to be associated to
living near the gun positions where the excess propellant was
burned, and all these -- | nean, brain cancer is very rare,
certainly didn't account for the elevations on the cape. Lung
cancer -- just a snall nunber of cases were actually

characterized as exposed.
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And so overall they found -- they concluded that
no nmore than a snmall part of the cancer increase that we were
observing could be explained by the environnental factors
i nvesti gat ed.

One of the factors they did |ook at was PAVE/ PAWS
back then. W asked themto do that, and they tried to make use
of the neasurements surveys that Col onel Ashworth had shown you a
few minutes ago, tried to nake use of it in different ways than
an epi demi ol ogi ¢ study.

Kreegi ng (ph) was one of those methods, and when
they applied those, they did conclude that it was a
nonsignificant decrease in risk associated wth increase
in-- decrease inrisk with increase in power density.

I don't know if it was because of that, but they
deci ded, "Well, there's probably sonething wong with the study,"”
so -- and their neasurements were a very small nunber of
nmeasurements, as you recall from Col onel Ashworth's data.

So the BU investigators thought additional power
nmeasurements were recomended.

The years after 1991 when BU released their
results -- as you can imgine, the comunity wasn't really
satisfied because they weren't getting the questions answered
that they had, which is understandable and so the departnent,
during the next few years, proceeded to update cancer statistics

so we could get a better idea of what the rates were.
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And we decided to start |ooking at them by geo-

coding; we had nore -- an inproved conputer technol ogy. W geo-
coded all the cancer cases on the cape for 25 different
categories of cancer -- for all the years of data we had
available from 1982 on -- the last year we did it was ' 95.

W did it on the census-track level for public
reports, and that was for this -- the five towns as divided into
21 census tracks, so it's a lot of data.

It was very controversial to even do that. It
sounds like it would normally be straightforward to do SIR s for
that, but it was controversial because we didn't always have
i nner-censi al (ph) popul ation data, so what data we estinated was
the population -- for a high-growth area, was brought into
guestion when people weren't seeing the results they liked to see
or wanted to see.

So we didn't really get anywhere, and this is one
of the things that we weren't really enthusiastic about doing
anyway because we thought we already knew that there were
el evations; we knew where the elevations were, but it prol onged
ki nd of the agony and put nore gray hairs on ny head.

One of the things that canme out of -- through a
cooperative agreement with ATSTR that came about in 1996, |
guess, was that ATSTR hired sone consultants from-- technical
experts from Harvard University and Clark University to take a

look at the statistics that we had done -- those standardized
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instruments ratios by census track -- to try to see if

they can inprove on themand find howto use themto identify hot
spots, try to understand where the problens really |lie and naybe
that would tell us whether it was related to the base or not.

So this is an exanple of one of them Lung cancer
was really, we noticed, very high for fenales, and you can see
these are by census track and sone other areas out into Plynouth,
on the other side of the canal, which is right here, so this is
the dividing tine for the cape, but we included this area in the
st udy.

And then | think -- | think it's right here is the
Bar nst abl e, sonewhere around there, and so this is another part
of the cape over there.

We just wanted to expand out in the study area to
see if we saw the pattern of elevation continuing on either end.

You can see all this dark blue -- it's al
elevated -- alnost all the tracks are elevated for fermale |ung
cancer.

And these are the sane findings that we saw
wi t hout doi ng any of the snoothing effort.

And this next slide just shows nmles just in
conparison that we don't see any problem with the nales. So
sonething is going on with the fenales.

Sone things canme as a result of that effort, and

one was for the state, outside of the cooperative agreenent, to
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do a study of lung cancer, and so we're just in the planning
stages now, but | just wanted to show this to give you an idea of
sone of the level of effort we're trying to include.

And this is trace surface concentrations; this is
to identify the neteorological fields to take into consideration
the seabreeze effect and so forth that's going on there so that
we coul d accurately estinmate exposure of the population given the
| ocal meteorology in this area.

And so we've got lots of scenarios like this that

are already included in our database that we'll be using when we
predict and estimate the di spersion of pollutants from-- in this
case, the power plant; in other cases, it wll be the snall

groundl evel sources on the base, the jets' exhaust which is an

issue, the fire training issues, the propellant bag areas, and so

forth.

Back to the cooperative agreenment, one of the
things -- and this is a little interesting to give you some
i mpression of t he feeling f or t he communi ties’
perspective -- this was done about five years ago on 1,800

surveys that we sent in on the cape, and you can see from this
that nost -- a large proportion of the population surveyed
believe that there was a cancer problem that the cancer problem
was related to the environment.

And conparison to surveys like this we've done

el sewhere in the state, we didn't see the nunbers to be quite as
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high; it's nore -- this is nore a reflection, | think, of the
aggressiveness of the activists and the attention that they're
getting in the nedia to nmake people believe that this is what's
goi ng on, and the rest of us haven't been able to get our nessage
out which includes the results of the BU study showi ng that we
didn't find an association with the environnent.

And as a result of a lot of these efforts,
PAVE/ PAWS did remain as one of the factors people had raised that
we didn't have an answer to. \Wat role was PAVE PAWS pl ayi ng?

The department didn't have any noney to really
| ook at PAVE/ PAWS ourselves until 1998 when we found a little
extra noney to pull together an expert panel, and we had to do
this because ATSCR said that they could not | ook at PAVE/ PAWS as
part of the cooperative agreenent since it wasn't consistent with
their legal authority under CERCLA

So we did pull this expert panel together, and
their charge is simlar to the charge that Colonel Ruscio even
proposed to this group and to the NRC and just trying to
understand do we have sufficient data to reach some concl usions,
and if not, how do we get the additional data that's necessary.

And Dr. Erdreich who will be presenting shortly
was actually the chair of this committee.

O her nenbers was (sic) Dr. Henry Lee, University
of Washington; Mrvin Ziskin, who's Tenple University Medical

Center; and Onen Ghandi fromthe University of Uah.
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And one of the things that's interesting to point
out and Colonel Ashworth nentioned this, too, is that the
conmittee had concluded that the potential effects from pul sed
waves nay be different fromthose of non-pul sed waves, so we need
to take that into consideration in trying to eval uate PAVE/ PAWS.

However, given the data that was out there and the
literature now, that we wouldn't have expected to see harnful
ef fects from PAVE PAWS' facility.

They made a coupl e of recomrendations. One was to
[imt exposures to those considered safe by national standards,
t hose that Col onel Ashworth nentioned.

Until there was good characterization of the ARFAR
exposure and better scientific evidence on basically what was
i nportant about pul sed waves -- and they specifically recommended
for additional power density neasurenents.

So after that study, the department had some trust
issues that it had to deal with because there was a conflict of
i ssue -- potential conflict-of-interest issue raised with one of
t he panel nenbers, and so people didn't want to listen to what we
had to say.

So we worked with Col onel Ruscio and the Air Force
to try to still have this issue addressed, and it's clear to us
that Col onel Ruscio and the Air Force were conmitted to having a
response to the comunity on this issue about the role of

PAVE/ PAW5, and they subsequently worked out an arrangenent wth
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the formation of the steering group, which is where we're at
ri ght now.

And what | just want to talk to you about briefly
is kind of where we are right now with the departnent's
issue -- is we do feel that it's inportant to characterize the
exposure with additional field neasurenents and al so nodel i ng.

W initially weren't enthusiastic about doing an
epideniologic study at this tine. W felt we needed to find out
what people were exposed to and, if they weren't exposed to
anyt hing that we would be concerned about, then we wouldn't need
to go forward with an epi dem ol ogi ¢ study.

I'"m not sure we can do that now. There's just a
ot of momentum that's already built up in the comunity -- to
expect an epidemologic study -- at |east using existing health
data, so that's what we woul d support.

And also it's been conplicated by -- as Dr. Ruscio
mentioned -- Dr. Al banese has hypothesized some other exposure
paraneters and health issues that we hadn't considered before and
need to see how we can best address those.

These are laid out here -- and one had to do
with -- as Colonel Ruscio nmentioned, we want to look at
bi ol ogi cal |y pl ausi bl e outcones, but what actually are they?

Different researchers have hypothesized, sone
based upon tissue effects and |aboratory studies, and our

difficulty is trying to understand whether those should be
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consi dered in an epideniol ogi c study or not.

And simlarly, with the exposure paraneters, a |lot
of people, as you've heard ne say, with Boston University and our
own expert panel recommendi ng  addi tional power density
neasurenments, average and peak, but there have been other
paraneters al so nmentioned, and how should they be considered in
an epi dem ol ogi ¢ study or even just an exposure assessnent study.

Now, from the comunity's perspective, they do
need to have this answer about the role that PAVE PAWS plays on
t he cape.

They still see these health problens, so we need
to provide sone answer to them about that.

One of the mmin concerns that they have is that

the process that's in place now kind of |eaves themout a little

bit.

There's concern that, no matter what studies are
done by the Air Force, no matter how well intentioned they may
be, that they're not viewed as independent and so would -- nay

per haps not be believed.

"Il finally just leave you with this. This is
actually recent newspaper headlines. The first one is actually
laid out by -- a question laid out by the paper and inviting
people to respond to, and these are sone of the subheadlines from
i ndi vi dual s who wrote in.

They illustrate sone of the points we've been
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tal king about so far about the need to have health information
included in a study in order to understand the role, how the
i ssue of trust and independence of this effort is an inportant
factor.

The classified studies -- is there sonething that
the mlitary knows about what the health effect of the pul sed
waves m ght be that nobody else knows about, and so, when we
design a study, it'll be flawed from the start because there's
information not available to the planners of the study -- that
type of thing.

So | thank you for the opportunity to talk and be
happy to answer any questions you m ght have.

DR. OSTROFF: Thank you very nuch. Let ne start
by asking a couple of questions. This is obviously a very
conplicated situation, and you have multiple facilities, for want
of a better term that conceivably could be linked to sone of
t hese probl ens.

I don't know any of the details of what was done
in the case control study or any of the other studies that have
been conduct ed.

I can inmagine it nmust be very difficult to try to
separate out exposures to one of these facilities from exposures
to one of these other facilities; however, it strikes me that,
if -- you know, sone of the concerns are, as a superfund site, it

dates back to Wrld War |, and then this facility was built in
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1979. You presented data about cancer rates after 1979.

I would assune that you have at |east sone data
about what cancer rates were like prior to the tinme that this
facility was actually built.

DR, KNORR: The only thing we have is nortality
data, and | don't recall offhand whether it was elevated or not,
but we haven't focused a lot on the nortality data because of its
limtations.

(Pause.)

DR OSTRCFF:  Yeah.

DR SHANAHAN:  Denni s Shanahan. How confident are
you on the elevated FIR rates?

DR, KNORR I think it's been -- it's been
reviewed by a |lot of people outside the health departnent, and |
think we're very confident that they're real.

DR SHANAHAN: And these studies did control for
| ength of exposure, that area.

DR KNORR Well, the SRs that were done would
not have done that, but that issue -- in the BU case control
study and our own residential history study -- and they both
i ndependently tried to address the question about this risk that
we're seeing -- is it that we see elevation in the long-term
residents, and the answer was yes, it's the long-term residents
that this risk resides in.

DR. SHANAHAN: Ckay, thank you.
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DR OSTROFF: Bill?

DR. BERG Bill Berg. One of your slides -- one
of the conclusions of the PAVE/ PAWS expert panel -- no definitive
scientific evidence, however, that the anticipated |ow RFR | evel s
coul d cause any harnful effect.

Does that nean that the panel said, even if you
nmeasured and allowed for the pulsed array, that we still don't
think anything will be found?

DR.  KNORR: VWll, that nmight be a good question

for Dr. Erdreich later, but it's my recollection -- is that the
issue that -- the issue that -- issues that Dr. Al banese, for
exanple, is bringing up, that it had to do wth various

characteristics of this pulsed wave weren't discussed at that
tinme.

But as | mentioned earlier in the slide, that
there was a conclusion of the panel that, because we were tal king
about pulsed waves, that perhaps they know the pulsed waves
probably have a different effect -- the non-pul sed waves -- so
that that needs to be taken into consideration, but whether that
conclusion is based upon that observation or not, [|I'm not
positive, and Dr. Erdreich might be able to clear that up.

DR. BERG And that's what | was getting at
because the previous bullet says pulsed waves nmay have a
different effect, and | was trying to figure out -- there's a

bullet right after that saying, "But even if it does, we don't
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think it makes any difference.”
DR. OSTROFF: Let ne ask another question, and
that is, while you're focusing on the long-term residents, if

this is an area in which lots of people are mgrating to, is

there sone sort of way to look at a dose effect
phenonenon -- i.e., those people that are noving to this
area -- do then they acquire a higher risk over tine of also

bei ng at higher risk for sonme of these adverse health events?

DR.  KNORR: Well, if I'm wunderstanding the
guestion -- to ne, nmaybe that's an issue of whether exposure has
a cumul ative effect or not. I think that was discussed by our
expert panel and Dr. Erdreich can talk about that as well, but in
a study of chemical exposure, for exanple -- | nean, that's what
we do -- when we look at ionizing radiation, that's what we try

to do is take into consideration the length of residence and
wei ght it according -- you know, wei ght their exposure
to -- according to their length of residence, for example, that
type of thing.

Ideally, it would be good to do that, and in the
kind of epistudy that we're talking about in the steering group
right now, it wouldn't be collecting that type of infornation.
It would only look at existing data. It would only tell us where
they lived at the tine they were diagnosed, and we woul dn't know
how |l ong they lived there.

So that's a limtation of that.
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DR. OSTROFF: \What's your potential -- | nean, is
there a potential hypothesis about why this would differentially
af fect wonen versus nen?

DR KNORR For lung <cancer, we have sone
hypot heses that there's sone genetic conponents in wonen that are
felt to perhaps put them at higher risk to environnental
exposure -- snoking or nonsnoking exposures, and allow them to
show -- display cancer as an outconme nore so than the male.
That's one hypothesis that's out there.

MR FRI EDL: Friedl, MRMC W know a | ot about

exposure around power lines, but this is a conpletely different
frequency, and all the characteristics are really quite
di fferent. Do we have anything else like this that's been

studi ed before?

You know, we have a tri-service RFR research
group, and they're always kind of on the ropes. Every year we've
got to say, are we going to continue to fund this because
everyone says, "These aren't inmportant issues.” And it | ooks
like there are inportant issues here, and this is an area
that -- you know, we're looking at things Ilike risk for
Par ki nson's Disease. Well, that has a pretty |long | atency.

You're only at 20 years out here; maybe it's going
to be 30 years before you see any connection.

So what do we know about this particular sort of

frequency range?
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DR KNORR I think, again, I'mgoing to let Dr.

Erdreich talk about that because that's really her topic for

di scussions -- the epidem ol ogy of these types of waves.
I know that, just speaking nyself, there's
interest out there -- I've gotten calls from California rel ated

to Beal e and people wanting to do a study.

I got calls from Israel -- 1 think there's a
facility being built or is built there, simlar, where they're
interested in having a study done.

I don't know of any studies myself -- certainly no
human epi demi ol ogi ¢ studies that |'m aware of.

DR. OSTROFF: Dr. Mal nud?

MR. FRI EDL: Guinea pigs exactly the word they
used. They should hire you out.

DR. MALMUD: Mal nud, Tenple University. There is
a group at Tenple University which is studying the effects of
| ow-1 evel el ectronagnetic waves on biol ogi c systens.

You nentioned one of the investigators earlier,
Dr. Ziskin, who's part of that group, and they are actually
looking at intensities even lower than the ones nmentioned
here -- so low, in fact, that we had to build the facility at

consi derable expense which totally shields the experinents

t hensel ves from all other waves which -- because the background
is higher than the wavelengths -- than the energies that we're
nmeasuri ng.
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Interestingly, about 40 years ago, Herman Schwan
at the More School of Electrical Engineering at the University
of Pennsylvania was looking at the effects of |owlevel
magnetic -- el ectronagneti c waves on biol ogi c systens.

But at that time, Dr. Schwan, who was one of the
early investigators in this area, did not have sone of the
el ectroni ¢ nethodol ogy available -- it had not been devel oped as
yet -- to nmeasure the inpact of lowlevel electronmagnetic waves
and whether or not the effects of these waves, if any, were due
to the wave itself or to the heat generated by the wave.

A group at Tenple is now able to separate out the
two effects.

So Ziskin's initial studies have not shown in
smal |l biologic systens -- snails, nmice, rats -- any effect of
| ow-1 evel electronagnetic waves, and in a prelimnary abstract,
which | believe has been published, has been able to denonstrate
a salutary effect but certainly not a damaging effect.

Dr. Ziskin and his group may represent a resource
if that's what's being sought, but they are not doing studies in
patients | ooking for negative effects.

(Pause.)

DR. OSTROFF: Any other questions or comments?
(No audi bl e response.)

DR OSTROFF: Wiy don't we nove on to the next

presentation. Thank you again so nmuch -- |I'mnot sure -- Dr. --
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DR. OSEPCHUK: Gsepchuk.

DR. OSTROFF: -- who is the forner president of
the IEEE -- | guess that's how you would say it -- the Institute
of Electrical and Electronics Engi neers. He's going to discuss
t he exposure standard issue.

DR. OSEPCHUK: M nane is John Gsepchuk. [|'mthe
past chairman of the |EEE conmittee he referred to, what is
called the international conmittee on el ectromagnetic safety now,
and it's described in the second page of my handout.

I'"'m going to refer to the handout for answers to
any detailed questions because nmuch of it is really not
controversial, but | feel you have to have it on the record.

As chairman of this committee -- by the way, |
want to conplinent you epidemologists for your spartan-like
schedul es, neeting at 7:30 in the norning. The groups | chair
conplain if we neet at 8:00.

(Laughter.)

DR. OSTROFF: Only because it's the mlitary.

DR. OSEPCHUK: | also wanted to give tribute to
the mlitary and particularly the Air Force.

|'ve been in this business since 1968, and | can
assure you, if you want a detailed history of that -- the
presence of rational standards in this country and in the world,
really, in large neasure are due to the support of the mlitary

in supporting these standards organizations, particularly the
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| EEE.

The nmilitary is -- Brooks Air Force Base -- they
have all services, and perhaps the biggest research | aboratory in
the world on this subject.

And the gentleman from Tenple University nentioned
Dr. Ziskin. Dr. Ziskin and Professor Schwan are both nenbers of

our conmittee and strong supporters of what we do, and | believe

join in the consensus that |1'll express in a second.

In terms of full disclosure, | want to say
somet hing about my background. It's relevant in various
ways -- as | go through here quickly.

First of all, | was educated at Harvard after
Wrld War 11, and during those years | had the privilege of

listening to a visiting lecturer naned Leon Brillouin who was a
famous physicist cited in nmany of the works that people wll
bring up. He was a brilliant man. | read his book, and | cite
that only to the fact that | know something about what he neant
by precursors.

I worked at Raytheon Conpany for 40-plus years,
and in 1979 | helped the U S. Attorney in defending the Air Force
in PAVE/ PAWS in federal court in Boston.

However, nore inportant than ny hel p, perhaps, was
the work of Raytheon engineers in answering a favor from Judge
Tauro who wanted to see what the fields were in his courtroom

Well, his courtroom at that tine was in a high-
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| evel floor of the federal court building with a beautiful view
of Logan Airport.

The results showed that microwave levels from
Logan Airport far exceeded whatever was being neasured on the
ground from PAVE/ PAWS. Now, |I'm not sure that that greatly
i nfluenced the decision, but certainly |I think he was greatly
interested in knowi ng that.

(Laughter.)

DR OSEPCHUK: M wife's famly has had a
hone -- a second hone in Cape Cod for nany years in Barnstable,
and therefore | have personally been involved in many of the

things that people cite about the activist activities and so
forth, and | have had personal reasons for going down there and
maki ng surveys and so forth.

The question before you is about whether or not an
epi study for PAVE/ PAWS is worthwhile.

As | see it, the only proper reason is not
bi ol ogi cal data, not even engi neering data but the specul ati on of
one scientist, Dr. Al banese, about the very novel hypothesis that
high levels of dE/dt -- and | apol ogize to you epidem ol ogists if
you're not physicists or engineers -- but | failed -- it's
unavoi dable to address this hypothesis, since that's the only
really proper reason for doing this -- there's nothing special
about the environnment in PAVE/ PAWs or Cape Cod. As a natter of

fact, it's | aw
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But if PAVE/ PAWS had sonme type of special

signature like a DNA signature or sonething that made it
particul arly dangerous, well, then nmaybe you should do it.
But as you'll see, many of us -- at |east npbst of

us believe that his reasoning is flawed, and | want to give you
some idea about how it is flawed.

This is the first page of ny outline. Wat | plan
to do is just put up a couple of slides indicating that the
levels that are neasured indicate that the levels anywhere in
Cape Cod from PAVE/ PAW5S are wel |l bel ow standards of the world and

wel | bel ow many other things in the environnent.

Then 1'm going to spend nobst of ny tine on
addressing, if | can, what | wunderstand this hypothesis to
show -- that it really -- | use the word “"reductio ad
absurdunt -- leads to conclusions that are not acceptable and

t herefore needs to be rejected.

As a face-saving gesture, | point out that his
enphasi s on waveform nmay have sonething new to contribute, but it
doesn't relate to PAVE/ PAW5;, it relates to what | call hot spots
in the environnent.

In terms of standards around the world, Dr. Ruscio
nentioned that it's inmportant to nention nmicrowatt per centineter
squar ed. By the way, | nention in nmy handout that the
epi dem ol ogi cal study at BU by Arshengrow and GCsanoff (ph) had a

typo, and epideniologists should be very careful -- they put in
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an "M instead of a "micro" and therefore overstated the power
density by a factor of 1, 000.

So epidem ol ogists should be careful in wusing

prefixes.
(Laughter.)

DR.  OSEPCHUK: In any case, here's the -- our
standing -- and here is what's called ICNIRP, very similar.

The British actually have a nuch higher level as a
group -- a substantial group in the | EEE group -- |CES group that
wants to raise this.

Surprisingly, the Conmuni st countries have always
had a nmuch |ower thing, and people say they nust know sonething
we don't.

But, believe it or not, that is starting to crack
although it's difficult to raise sonething.

The Czech Republic did, in fact, change from10 to
ICNFRP and | just got recent words that the Chinese are going
hal f way.

So the trend is not that things are getting
tighter, but everything is converging in this frequency range to
basi cal |y what we have in the | EEE standard.

And, therefore, there's very little likelihood in
the near future that anything in the standards world is going to
say, "Aha, now PAVE/ PAWS is dangerous."

The other side of the coin is -- and | just take
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this one slide from the studies of Mntaclay (ph) who with TEL
(ph) have done nmpbst of the surveying in this country.

This is a busy slide, but you' ve got it in the
handout; you can look at it, and if you look at the reference to

the Bi onagnetics Journal, you can find out that all kinds of

things in the environnent have been surveyed.

He puts it on one master chart the range of fields

that he sees in the different frequency ranges like TV and so
forth.

And you can see by conpari son t hat
PAVE/ PAWS -- these are the maxi num peak |evels and the maxi num

average levels -- PAVE/ PAWs is really a snmall pot of the
el ectromagnetic environnent -- if you look at it as a
whole -- and later I'lIl nmention a couple of anecdotes that also
i ndi cate this.

Now, to -- let's see -- what's the next slide
after that?

(Pause.)

DR.  OSEPCHUK: Yeah, that one there. Save that
one there, but this one here -- | want to tackle the hypothesis
of Al banese.

This is well produced from a study by Stoudt in
1995 or '6, and basically everything that Al banese has done is
with very short pulses -- really, ultra-w de band pulses -- and

by the way, the PAVE/ PAW5 sequence are not ultra-w de band

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

260

pul ses. | don't have tine to go into the detail of what that'll
do.

And what he finds -- and | first heard in
1987 -- you have a pulse like that, and he sends it into material
like water which is a -- has a frequency -- attenuation that's

highly frequency sensitive so that, you know, a change of
frequency by a factor of 10, the attenuation goes up by a factor
of 10.

And in a few centineters, |lo and behold, instead
of this, he gets this.

And this later on in later years -- he started to
use the word "precursor” which is not valid but is a minor part
of the story -- but what he failed to recognize and even to this
day maybe is the explanation by Stoudt is that you see -- this is
counter-intuitive, but a short pulse like that has a very broad
frequency spectrum that's why it's called an ultra-w de band
pul se.

By the way, the PAVE/ PAWS pulse is not really that
short.

And because of these | owfrequency conmponents, you
have to | ook at the anplitude

What really is happening is, because it has such a
broad spectrum this part of the spectrum way down here doesn't
get attenuated because of the |ow frequencies, and therefore what

cane through is the | owfrequency part of the pul se.
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(Pause.)

DR OSEPCHUK: This is from Professor Stratton's
book in 1941 in which he quotes Brillouin's work, and precursor
really is for any material -- in those days, they weren't talking
about water; they were talking about materials like Teflon or
some dielectric naterial.

And if the signal went at the speed of light, you
would arrive at this time at this distance, but in fact it

arrives here because it's slowed down, and in this little period

before the pulse arrives, you get these very weak -- very, very,
very weak -- what are called precursors.

Now, I just think of a digression for a
second -- to point out that the explanation by Al banese is not
quite the sane as what -- Brillouin and Stratton.

Al banese |ooks from-- a quote from his recent

article in the Cape Cod Tines:

"Qur work thus defines a steep

wavefront as one that is close to

or exceeds one volt per neter per

nanosecond. "
And he says, you know, this curious statenent -- there are things
that are happening. He says, quote,

"In a sense, the electro-magnetic

signal is comng in faster than the

ti ssue can handle."
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Say that again.

I n other words,

"In a sense, the electro-magnetic
signal is comng in faster than the
tissue can handle."

can react to it.

That really 1is flawed physical

262

reasoning as

conpressed -- for exanple, take from Stratton, 1941, hi s

descri ption of what

Somerfeld --

(202) 234-4433

"Qualitatively, at Ileast, we can
imgine a medium as a reason to
freeze-spray... intensely infested
with electrons, an infinitesimal
anount of energy penetrates the
enpty spaces as through a sieve

traveling, of course, wth the

velocity of Iight [that's the
precursor]. Each successive |ayer
of char ges is excited into

oscillation by the primry wave...
energy both forward and backward.

By reason of the inertia of the
char ges, t hese secondary
oscillations lag... [and so forth

and so on] and that results in
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reduced velocity. This picture

indicates that the nmedium reacts

qui ckly and st ops t he wave

i medi ately until these things

cause sl owi ng waves."

So the bottompicture is -- fromny viewpoint and | think nost of
ny col |l eagues’ -- Dr. Al banese has a flawed physical picture.

But let's go on to the next slide where | hope to
show that this | eads to one acceptabl e concl usion.

(Pause.)

DR. OSEPCHUK: First of all, just to nake a sinple
calculation -- | don't t hi nk you have to be very
brilliant -- take a sine wave and differentiate it; you have E
and the dE/dt and you really see that the two go al ong together.

But then, if you just take a sine wave and nmke
calculations -- at what I|evel of power density do you have a
dE/dt in the way that exceeds this one volt per nanoneter per one
volt per meter per nanosecond -- you get sonme amazingly small
| evel s.

Now, of course, this is in the wave, but Dr.
Al banese says, if you turn it on, turn it off or change -- for
exanpl e, you go fromone power cycle to a high cycle and a change
is this anobunt -- it's trouble, okay?

The inmplications lead to the following if this is

correct -- if this were correct. It would lead to the
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conclusion -- yeah, go on to the next slide. Down here it says
you can show that -- if this is correct, you take a Ilaser
frequency of a visible range -- and anplitude-nodulate it at one

gi gahertz, which is being done today -- this is called optical
conmuni cat i on.

| f you can show -- and | have shown on
paper -- that you would violate the Al banese criterion at sone
enornmously low level -- mnus five or something -- mght go up a
centimeter squared -- and that's absurd -- and if it were true,
you should shut down inmediately optical comunications because
that criterion is being violated.

Furthernore, and | guess maybe in the previous
slide | didn't nention that if you -- Dr. Adair has done this and
I've done this -- because PAVE/ PAWS nentions dipoles and the rate
antennas -- those antennas don't radiate the hold -- they only
radiate around 500 nmegahertz, and the frequency ten tines
lower -- they radiate 100 -- the efficiency there that the 500
nmegahertz -- you can't radiate a baseband signal from those
ant ennas.

And for that reason and for other reasons, it's
very unlikely to neasure any steep wavefronts from the PAVE/ PAWS
radi ati on.

Finally -- so you're going to find no particular
signature that's exciting.

However, there's one saving grace from ny
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vi ewpoi nt about what Dr. Al banese has done. He's pointed

attention to the wavef or ns.

What's of interest in the wavefornms? It's true
t hat waveforns have not been studi ed, and naybe soneday it'll be
i mportant.

I took a Godanken experinment of 23 frequencies
mentioned here and put them together, and what you can
show -- that's part of your handout -- but | -- wait a
mnute -- this is ny conclusion slide indicating that what you'll
see in a second -- if you have these 23 frequencies in a hot

area, you can get some high peaks by beating wave phenonena.

And it's very interesting to study. It mght take
10 to 100 mllion dollars, but it's only based upon ny
specul ation that's interesting. But that's real as conpared to
| ooking for dE/dt which | think is not very rational.

Ch, a prelimnary slide -- I'm going to nention
the hot spots in a mnute. Hot spot is a place where your power
density might go up a centineter squared. That's a crucial point
of the -- Dr. Ashworth pointed out the levels at Cape Cod are
typically below .06 -- that's close to the site -- and power wave
drops out to very snall.

In Newton, Mssachusetts, the hot spot where we
have many signals -- and the power density is about one m crowatt
per centineter squared, and if you wal k around those towns, this

device called a mcroalert will chirp. By the way, you notice
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it's slightly chirping here.

What does this device do? I have a children's
wal ki e-talkie. | turnit on. Then within six inches, it chirps.

So this is detecting a level of flux from a
children's wal kie-talkie within six inches. It's not a terrible
amount of energy, but it gives you an idea of perspective.

In Cape Cod, with this device, the spectrum are
(sic) much, much greater, and if you go all the way around Cape
Cod, you will not get a hot spot.

In Newton, you will, and if you take 23 signals --
this is a Godanken experiment -- you can get peaks that occur
periodically that may be 23 tinmes higher than one signal in e,
neaning 400 tinmes effective power nets (ph) -- these are sone
little -- an exotic subject, but if there is sone interest in
usi ng waveforns, it should be in hot spots |ike that of Newt on.

And, finally, nmentioning hot spots, | wuse this
device going around the country to indicate where there may be
significant |evels.

Airports are very hot. | picked up a cluster of
people in a certain road where it passed by frequently -- there
have been a couple of nysteries like the hotel in Coral Gables
where the floors between the third floor and the seventh fl oor
wer e chi rping.

The Doubletree Hotel in Arlington, Virginia -- |

invite you to go there -- it chirps all over the place.
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Lastly, | went to the beach here -- this is a hot
area -- walk out on the beach; it chirps continuously. Qut in
the parking lot, it chirps continuously. This is a hot area.

Now, where is the energy coming fron? One of the
problens is that we have a terrible inventory of sources, and
sonme of these cases that |'ve nmentioned, | go to ny friends in
the FCC and NTA -- "Tell me what transmitters are out so | can
explain what |'ve neasured," and they don't give ne the right
answers. They're not -- they're either not telling ne or the
i nventory's pretty bad.

So ny bottomline is that you really have to worry
about hot spots, maybe starting with this beautiful site here.
Thank you.

DR. OSTROFF: Thank you very nuch. We have one
nore presentation, and we're running a little bit behind, so why
don't we defer questions and have Dr. Erdreich wap up the
presentation so that we can have a few mnutes of discussion.

MR FRIEDL: |Is it true that there's going to be a
test on this material?

(Laughter.)

DR. OSTROFF: W're going to chirp.

DR. ERDREI CH: | just -- from sitting over there,
it was rather bright. |If anyone thinks it would help themsee to
close the curtains, you know, |I'm not in charge of curtains,
but -- just a conment.
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I'"m delighted to be here. | really enjoyed this
nmorning's presentations. This is all newto ne. So | thank you
for the invitation, and all | can pronmse you is |I'm going to
truncate ny tal k because you have the handout, and | am going to
tal k about epideniology. Engineers don't like it.

This is to give you a perspective, and | think I
probably overestimted the PAVE/ PAWS radar because | used Iike
t he hi ghest exposure anywhere outside of the base.

But | wanted -- this is just to give you a
perspective, and it does have a relationship to the epideniol ogy
studi es.

Basically, that shows you that the exposures from

PAVE/ PAWS maxi num in the conmunity are nore than you would get

from a cellular antenna base station, maxi mum in the
conmunity -- don't even think about cell phones.

What I want -- | was asked to review the
epi dem ol ogi ¢ dat a. There's lots and lots of data of varying

quality, and part of the reason it's of varying quality is sone
of it goes back many, nmany years, and people had fewer resources.
But I amtaking a risk assessment approach -- that
is, how do you assess human health risk? But |'m speaki ng about
t he epi demi ol ogy.
There is -- risk assessnent's a very conmmpn
thread. W happen to have witten a risk assessnent paper.

The next slide lists the areas where you can find
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dat a on epi dem ol ogically -- whoa -- you know what I
mean -- epideni ol ogy studies of human health and radio frequency
exposure are available for a lot of different endpoints.

Now, up in Cape Cod, cancer is the big one. I'm
going to speak nobst about that today. I"'m going to tal k about
reproductive endpoints for two reasons: pregnancy outcones and
mal e reproduction have studies that report sone positive
associ ations, although the studi es have sone fl aws.

Ther mophysiology is the -- there's huge literature
on that; it's not necessarily epidem ology. There are studies of
general heal th endpoints.

Now, in the next colum there are studies related
to radio frequency, but they have been sort of forced and

encouraged by cell phone issues.

So I'm going to stick nostly to cancer and
reproductive outconmes -- nostly cancer.

This is standard operating procedure. It's just
ny way of saying, "Look, |I'm not going to tell you about every
study 'cause every study doesn't provide information." Sone of
them are screening studies; they've been -- job titles only,

proportional nortality, and they' ve been superseded by better
st udi es.

So what | wanted to do is just give you kind of a
quick overview of the studies that | consider informative.

Whet her they're positive or negative, their quality is such that
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t hey provide information.

They have acceptable study design, st andard
operating procedure -- large sanple size. They describe
i ndi vi dual exposure.

One of the things that | had to do a little
differently than usual when | do, say, a human health risk

assessnment is sonetimes there are studies where the exposure is

m nuscul e, way bel ow the standard, way bel ow what could be -- by
conventional science -- not a few studies -- known to expect
[iving things.

But since we're tal king about PAVE/ PAWS where the
exposures are also very low, I'mnot going to throw them out.
I"mgoing to, you know, put themin the list.

The next slide -- just kind of ny justification
for studies | haven't included -- there are -- there are two
studi es that have incredibly biased and uncl ear study designs.

If you were reviewing them you would easily
identify it. Only the public will take the results of those
studies and wave them around and scream about t hem
unfortunately.

There are studies that are snall sanple size, |ow
response rate and so on, and admttedly this slide is in there to
explain why I'mnot including the studies.

The next two slides are just an overview of the

exposure assessnment in the studies. | nmean, basically, in the
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handout you can see the exposure assessment and the sanple
size -- some but not all of the relevant criteria for asking what

do these studies tell us.

The radar lab studies -- an interesting study
because it's unpublished -- it's a Hopkins dissertation, and Dr.
Hll just never saw fit to publish it. I guess she thought

‘cause it was negative it wouldn't be inportant. Ch, ny.

She used -- this was the researchers in the MT
radar lab -- which includes work history, job -- you know, real
job exposure matrix, and the exposures were by standards
supposedly conforming to the standard, but we're talking in a
range that was stronger than nost other studies, and the follow
up was long term I mean, they waited till 30 years later to
assess these people.

So it's a snall size, but that's an interesting
accept abl e study desi gn.

The study by Lilienfeld of Forest Service workers
was pronpted for political reasons, and it did a very good job of
ascertaining people for cancer studies, but they were spread all
over the place. The exposure was mnuscule, and these
neasurements of mnuscule levels were taken at places where
peopl e don't always hang out in, like around the w ndow.

Robi nette's st udy of naval per sonnel is
interesting. He used both job title and he justified why he used

that job title to just take -- you know, rmake an order
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of -- order of exposur e, and he used power rating of
shifted -- to -- of saying make a hazard i ndex.
There's a little flaw in the way he uses an

exposure assessnent group which detracts fromthe results of this
st udy.

What's nobst interesting about this is a couple
years ago -- this was Korean War veterans, published a couple
decades later, and | wunderstand that they were working on an
update, which would be very useful, but | haven't heard anything
inalong tinme.

These three are interesting. The amateur radio
operators -- he used a list and found increased | eukem a, but he
used a list of |icensed operators.

There's no doubt in ny nind that those anateur
radi o operators may be exposed.

O course, ny husband has held a license for as
long as |'ve been married to him which in his definition is
forever -- 1've never once seen him use any ham radio. ' ve

heard himtal k about it, but he's never used it.

The Mdtorola workers is the one study that -- |ike
a nodern job exposure matrix, cohort study -- | wll later go
into its flaws, strengths and limtations -- that was done
recently. I do have to confess, it was done by the conpany I
work for but before | joined.

The Norwegian electrical workers was -- the jobs
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there -- this was a record |linkage study, and this one found a
positive association, so it's inmportant to think about how it was
desi gned.

It judged several jobs as being capable of having
radi o frequency exposure.

If you look at ny review of the nmotor workers,

you'll see the problens with that kind of assunption.
Three quick sumaries of -- this is the overview
The Hill study had a long foll owup, you see, but it had a small

cohort size, didn't find any inmportant associations.

I put all cancer and |eukem a just because those
are the things that have been discussed -- that and brain cancer
has been di scussed.

Several of the older studies |unped hematopoietic
and |ynphoproliferative diseases -- hem and |ynph -- they were
often reported -- | didn't include them I'm not adnmitting

anyt hing ragingly positive.

The Lilien study -- you can see the wide
confidence interval. It was based on a very small nunber.

The M I ham study is -- has -- he points it out as
positive.

The Morgan study is the one that was done by -- in
the Motorola workers, and that was consistently negative -- huge

sanpl e size, but some Iimtations.

And the Tynes study, that Norwegian study -- see
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how it reported a statistical association that only |ooked at
| eukeni a and brain cancer.

But their assunption was | think they -- this kind
of job, yeah, they could be exposed.

Now, using that definition, a huge proportion of
Mot orol a workers would be exposed. Let's go and look at the
Mot or ol a wor ker s.

That was a |arge study. Goody, goody, goody,
195, 000 people lots of person-years, not that long a service or
that long a followup, but at |east we know how nuch it is. The
exposure assessment, only a small proportion had noderate or high
exposure, however, based on their definition. Still, supposedly
t hi ngs were supposed to be bel ow t he standard.

They |ooked at exposure three different ways:
cunul ati ve exposure, |longest job and peak exposure. They did
this because, except for the thermal nechanism which would say
we don't need to do this study, they don't know any plausible
mechani sm for long-term | ow1level exposure. This study reported
both SMR and an internal comnparison. These were very m ddle-
cl ass workers, big, healthy worker effect.

The Motorola study was very consistently negative,

but -- turn to the next slide, please -- very wi de confidence
i ntervals. They're a little narrow when they do the internal
cohort, which -- | feel it's very inportant to do the internal
cohort because this was such a healthy population. This just
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shows you. Not positive but very w de confidence intervals.

The Mdtorola study, the Mrgan et. al., which
is -- certainly follows all the rules of a good cohort
study -- has limtations in the exposure assessnent because they
really didn't neasure anything in tine. They did have a

relatively small proportion of highly exposed workers, and the
cohort was somewhat young. However, they did have 29,000 people
over age 60. The latency periods woul d be inadequate for sone of
t he cancers. So there were sonme limtations as well as the
strength of the nunbers.

The cell phone issues -- these are three crise
(ph) control cell phone studies and one cohort study. They only
| ooked at brain cancer. There's certainly insufficient |atency
ti me based on what we know about cancer. So these studies, which
are certainly not positive and fairly reasonable design,
certainly tell us that we're not finding any unexpected pronotion
effects or wunusual effects in this tinme frame, which doesn't
cover latency in a proportion of the cases.

Mal e reproductive function. | kept thinking about
these studies -- this and pregnancy outconme as you were talking
about your RAP program because these are studies that could use
nore dat a. They're not necessarily long-term It looks Iike
sone day the arned forces mght be in a great position to do sone
really good studies on this topic.

Senen paraneters and hornone |levels as a test of
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mal e reproductive function were studies by Schrader with a group
of people in 1996. He took his control group from-- he was
studying |l ead and he used nmilitary intelligence workers for his
control group and soneone said, "QOops, nmaybe you shouldn't do
that because they're exposed to radio frequency. W have
concerns. W don't know. " So we did it again, did a study
keeping that in mnd. So we had three groups exposed and two
di fferent control groups. He didn't find anything that would
indicate a nmale reproductive effect. These were a huge nunber of
senmen paraneters and hornone paraneters.

In the G ajewski study, the next one, they found
m nor differences fromcontrol and a few of the 37 paraneters in
heat seal er operators. Two inportant points here: Heat seal er
operators are on the verge of being exposed above the standard;
al t hough, based on foot currents, they weren't.

The other question there was the study was snmall.

She reports sonething positive not with -- outside of the normnal
range, high FSH levels but not different from the other group
statistically significant but not out of the normal range.

What she says is important for, | think, all of
these -- the reproductive studies. "Well, it was negative, but
we don't feel confortable at being strongly negative because the
sanpl e size was too snall."

So you have a lot of this, well, it doesn't rule

it out. W didn't find anything, but it's not of sufficient
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power to rule it out.

For these things and for the next one, cancer,
nmal e and fenal e reproductive effects, if you look at the aninal
studies, they are fairly conplete. They' re thorough. There's
quite a nunber of cancer studies. You could possibly design sone
addi ti onal ones, but the aninmals do not get cancer. As long as
you keep the radio frequency energy below the level that would
i ncrease heating, that is essentially bel ow what we use for the
standard, the aninmals do not have diverse effects. They live.
They have babies. They have generati ons. They have babi es.
They're healthy, no birth defects and no resorptions. I think
that's an inportant part in the risk assessnent.

There's a large nunber of pregnancy studies,
including sone from Scandinavia that are very snall. Peopl e
often quote them as positive, and often they are just so
incredibly small that what they consider a positive association
is highly unconvincing. However, there have been, since this
early time, sone better ones.

What still remains is that one study reports an
association between miscarriage and nicrowaves, which is
biologically puzzling because the nicrowaves hardly penetrate
into the wonb, into the uterus. So it's biologically difficult.

There also was a problemwth |ow participation |evel, although
it was a very large, well-designed study, those two questions.

Then there's another study recently came out that
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shows an association of low birth weight and a few other end
points wth short waves. Well, it <could be Dbiologically
pl ausi bl e. These exposures should have been bel ow the standard.
The studies are of physiotherapists, whose exposures may exceed
recomrended limts.

So ny bottom line here is that what do the
epidemality (sic) studies alone -- and that's not, of course,
the whole question for assessing health risks, but what do the
epidemality studies alone tell us about health? The exposed
popul ations that we have studied do not show convincingly
i ncreased cancer or |eukemn a. There's reports here and there,
but when you put it all together, it's not consistent or
convi nci ng.

The cell phone studies have not found increased
brain cancer, and the human studies are not consistent with the
idea that there may be adverse health effects at |evels below
st andar ds.

However, there are still some not exactly data

gaps, but there are areas that should be shored up. There are

studies in progress -- this is the status of the research today,
in my opinion. The studies in progress -- there are
several -- are focusing on cell phone wuse, which is very

| ocal i zed exposure. A followup of the Mtorola cohort would, |
think, be very wuseful in filling gaps about cancer. O her

exposed cohorts exist, no known studies in progress.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

279

I think | should not have said that, because |
recall that the mlitary is -- | heard they were doing a follow
up of the Robinette study. | apologize that | didn't check that
out. It just occurred to ne on the plane out.

To clarify local issues up in Cape Cod, it's

possible that statistical advances in small area studies and
cluster assessment could be used, because that's a relatively

smal |l area to be doing cancer rates.

My last thought is that | really did a Ilot
of -- couldn't help thinking about your recruit program when |
was thinking of some of the follow up needs. I don't know what
your schedule is. I"l'l be available to answer questions that

cane up later. Thank you.

DR OSTROFF: Thank you very nuch. I think we
have tine for one or two questions. Let me ask if there are any
menbers that have a question.

DR. HERBOLD: Just one question. W' ve had one
presentation with some data on the engineering and the physics
aspects. Has Dr. Al banese published any information on his
hypot hesi s that woul d be avail able for review?

DR. OSTROFF: Bruce, can you comment on that?

LT. COL. RUSCIO  Yes, sir, | can -- there are two
papers that Dr. Al banese referred to, a 1994 and 1997 paper. I
can provide those to you. You can deternine the -- how it

relates to the issue.
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DR OSTROFF: I have a question. VWhat is your
assessnment of the -- | nean, this situation, which -- | nean, |
nmust say, quite frankly, seenms to nme to be nore of a-- |
shoul dn't say nore of, but to a | arge degree, a trenendous public
rel ati ons problem | nean, there is clearly sonething going on
in this community in terns of having sone excess cancer rates.
It seems to me that, for whatever reason, people have |atched

onto this facility as being the cause.

M5. ERDREI CH: ["'m not up there daily, but I've
had sonme hard times up there. There is sonething in this
conmuni ty. There is wdespread -- well, there's a w despread

consensus on the standard that only worries in a little area of
the quantitative part of the standard. There have been a lot of
peopl e going around, including one of the people on the expert
panel group, who believe that there are |evels below the current
hypot hesi s about thernmal effects. They usually present cellular
studies to support their point.

Cel I ul ar st udi es have to be j udi ciously
i nterpreted because sone of them are designed to be synbolic.
Sone of them are well known to be predictive of cancer. Ohers
are just studies and it doesn't tell about how this cell works
when it's in the whole body, in the organism I don't think
t hose people know this. | think they like it when someone cones
up and gives themfeed for their argunent.

I can give you one very frank response. When |
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was | ooking at the resumés and the people on this board, | was
t hi nki ng, 1 ook how many people on this board are involved in

health pronotion and communication. Quite a |large nunber of you

are.

Sonehow or other this community has lost its focus
on what really affects their health. Their concept of the
environment -- maybe they read. Epi demi ol ogi sts write things,

"This is a risk factor," when it may be hypothetical because it
was reported a statistical association in one study.
Epi dem ol ogi sts wite about environmental factors, and they mnean
your diet and they nean your |evel of exercise and cigarette
snoki ng, but the public hears "the environment" and thinks it the
air and the water. So | really feel that a lot of it is
conmuni cat i on.

Every cancer rate that's examned in the United
States is not going to be one. That's statistically inpossible.

So your read is pretty accurate. There's sonething el se.

MR. FRIEDL: 1've got to point out that, for years
we' ve been told the new non-thernmal bioeffects are inportant. In
the last couple years, the Brookes Goup showed that, in fact,

with ultra w de band, exposing rats for six mnutes to a non-
thernmal dose, they had a drop in blood pressure of 22 over the
next two weeks.

So there really was an effect there. They' ve

reproduced that. There are sone things out there. So we need to
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just be open-m nded about this at the sane tine.

I'm not saying that has any bearing on this
situation. It looks like, you know, there are convincing
argunents that we're so far below the range and, you know, any

ki nd of thernmal heating for sure --

M5. ERDREI CH: Well, we're not even talking
about -- you know, there's thermal and there's non-thernmal and
then there's -- magnitude below. That's the reason that | bring
in the animal studies, because | think the epidemn ol ogy
studies -- | would prefer to see epidemology studies up -- |

think the ones that are higher level are nore infornmative because
that's the way you test them The fact that -- unless you
neasure very subtle end points, the animals that have been
exposed over their lifetine do not show untoward effects. We
have to | ook at that.

So I'mreally not taking the position that there
aren't any non-thermal effects, but basically that -- | think the
research conmunity is basically still trying to prove that. I
think it's encouraging that these exposures are not at the
standard, although cell phones are pretty close -- not half bel ow
the standard but really over 100 tines below or a thousand tines
below in the way that, using the nedian level -- so it's a real
chal | enge.

These kinds of discussions in the old days

woul dn't -- where we're still studying sonething, wouldn't be out
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there in front of the public, you see. It detract -- they feel
the lack of confidence if someone goes and tells them "Well, |

did a study in ny lab and I found sonething in these cells."

Soneone else who's a «cell biologist can put
it -- "Well, yeah, but here's the way 1'd like to replicate that
study,"” or, "Here's what's wong with that study." The public

t hi nks, oh, there's sonething --
MR. FRI EDL: Vll, a lot of this goes to bigger
i ssues that Colonel Cropper has raised, that we're starting sone

initiatives on now to do sone nore research on risk

conmuni cat i on. It's, you know, how we deliver the nmessage and
the inpact of the nessage. | nmean, Three Mle Island had,
what -- it resulted in a sixfold increase in office visits or
sonmething. In the end it was a predicted actual hazard of naybe

one increase in cancer deaths.

M5. ERDREICH. | nust --

MR. FRIEDL: So, you know, in a lot of our -- the
other part of this is as a result of Qlf War illness. W' ve
been forced to do a lot of studies like it sounds like you're
about to have to do here just to rule out.

VB. ERDREI CH: Ruling out -- well, a full
dat abase rules out just -- | think the risk comunicati on problem
started in 1979, well before any talk about risk comunication,
not anybody cul pable. It was a different era. People |ooked at

things differently.
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DR OSTROFF: Well, it -- 1 mean, it seens to me
that, you know, this is a circunmstance where it's going to be, at
least as far as | can tell, exceedingly difficult to prove a
negative and do it in such a way that the comunities in this
area are going to believe any of the people that are involved
either in expect scientific commttees or anything else because
they think that they're all biased.

You know, it strikes me, how long do we continue

to do longitudinal studies in this popul ation before anybody is

going to be satisfied that there is a negative? I don't
necessarily have an answer to that, but | don't think it's
particularly -- at least that | can tell, particularly productive

to keep on pouring efforts and resources into trying to prove a
negati ve that nobody is going to believe.

I'"m just wondering, are there -- those of you who
have been working there, are there folks in the conmunity who are
supporters of this facility at all that -- and to what
degree -- | nean, setting aside expert scientific panels, to what
degree have you tried to get, you know, sone group in the

conmuni ty invested in being somewhat, you know, affirmative about

this facility? | nean, it does bring resources to the community.
LT. CO.. RUSC O Yes, sir, | think | can answer
that. |If Dr. Knorr wants to chip in, you certainly can do that.

There are comunity nenbers who are supportive of
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the facility and of the Air Force. Certainly | believe we've
done a gallant attempt at risk comunication wthin that
conmunity. W focus on the 80% the rest of the community that
does read the newspaper, reads these issues, has questions in
their mnd about this facility, those that have not fornulated
opi nion necessarily but actually have an honest concern and
present those questions. |'ve been there for two and a half
years.

There's a large ampbunt of the community that |
bel i eve does support the Air Force and the facility but still
have questions and concerns. Those are the individuals that
we're trying to approach and have as stakehol ders.

| guess the other point is there are frequently
the silent individuals, the quiet ones, the ones that don't show
up at neetings and raise the issue.

My one slide -- and | didn't comrent on it -- in
addition to the community, there's a focus on this issue from
wi t hi n congressi onal representatives, approaching the question of
the wave form characterization and characterization efforts. So
the Air Force is going to nove forward on part of this effort. |
appreci ate your question as far as how long or how nuch further

we should go on with trying to convince sone individuals or parts

of the community that we won't ever convince. I'd like to
suggest that that's not -- those aren't the individuals that
we're focused on or we're working with., [It's the other part of
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the community that we need to work with to try to provide an
answer on these issues.

DR OSTROFF: Yeah. Let nme just say | took it as

a given that there had to be sone congressional interests
somewher e. If | renenber correctly, one of them has a conpound
somewhere near there. Dr. Knorr, | don't know if you want to

conment on that.

DR. KNORR  Yeah, | just wanted to say that one of
the reasons that the departnent has been noving toward urging an
exposure assessnent study at |east is because we have had experts
on the area, Boston University experts, our own expert panel say,
recormend that additional field neasurenents of power density be
done.

That sends the nessage to the community that those
limted surveys that Colonel Ashworth nentioned earlier were not
sufficient to really tell people whether they were, indeed, bel ow
t he standard or not.

So that's the nessage they have right now It may

be a risk comunication nessage, but that's the nessage that's

t here.

The second nessage that's new that's there is Dr.
Al banese is saying, "Well, wait a mnute. It's not even power
density. It's sonething else.”" W haven't been able to counter
t hat .

There are discussions -- Col onel Ruscio didn't
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mention, but there are panels that are supposedly in the planning
stage to have Dr. Al banese and sone other individuals debate,
essentially, this issue. That probably, in itself, may not |ead
anywhere, but these are some of the things we're dealing wth.
These are the two main ones that | see.

DR OSTROFF: Denni s?

DR.  SHANAHAN: Denni s Shanahan. Let me ask a
guesti on. I mean, this issue of PAVE PAWS not occurring in
isolation, there's a lot nobre going on in terms of public
relations in this conmunity. The question | have is what has
been done so far to clean up the superfund site?

I nmean, clearly toxicological problems with water
and all are nmuch nore related to cancer than this mcrowave by a
bunch of studies. It may be that the community has |ost
confidence in the governnent for those reasons, that they haven't

noved fast enough in taking care of problens that may be very

real .
LT. COL. RUSCIO Sir, | can answer part of that.
Part of the answer, | think, is, yes, a loss of confidence has
been there for many years due to nultiple issues, | believe,
rel ated to DCD.
As far as t he cl eanup effort, t he
installation/restoration program has noved along, | think,
exceedingly well. They have regai ned confidence within a large

part of the community and DOD s conmitnent to clean up those
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PLUMES. We're successfully doing that.

The installation/restoration program is actually
going into the nmintenance phase, where the facilities will be
treating for several years. It depends on what PLUME you're
t al ki ng about .

The general consensus, | believe, is that DOD
conmitted to the cleanup effort, followed through and did what it
said it was going to do.

DR. KNORR: Just briefly --

DR OSTROFF: Yeah, let's take two nore comments

and then we'll have to bring it to a close.
DR. KNORR: I j ust want ed to briefly
add -- because that was an inportant question.

There has been a lot of attention given to those
ot her types of contam nants. DOD did a study |ooking at the
propel | ant bags, and response to that issue died away as a result
of showi ng that there wasn't real exposure going on.

I really -- 1 think people are just frustrated
that they' ve got this cancer problem and they don't know why.
PAVE/ PAWS is left as far as in the environment. So they're
targeting that. There's always denial that it's sone personal
risk factor.

It's been our frustration that we couldn't get the
Boston University researchers to nmke statenents about the

contribution of non-environnmental risk factors to the cancer. It
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just wasn't what they felt they designed the study to do. So
they didn't want to nmake any statenents about it. |It's a lot of
data waiting there to be | ooked at and shared with the comunity,
but they didn't do it.

Silent Spring Institute is doing a big breast
cancer study now. That result has environmental hypotheses, but
hopefully we'll learn a little bit nore about risk factors for
breast cancer, which is a big concern there. W did a chil dhood
cancer study on the Cape, which shows that there wasn't a
problem Minly right now we're just heari ng PAVE PAWS.

DR.  SHANAHAN: Well, it seenms |like you' re doing
all the right things.

DR. KNORR:  Yeah.

AUDI ENCE MEMBER: If | could thank you for the
opportunity. Two very quick points. |'ma nmenber of the Public
Health Steering Conmittee that was forned to sort of guide
t hrough the whol e process with PAVE/ PAWS. | only have two points
to make.

One speaks to what a conmunity would do, what a

conmuni ty does when studying the inpacts or trying to figure out

what the inpacts of this unknown beast on the hill is and
when -- what -- just from-- a very credible source from Brooks
Air Force Base -- says sonething and it's alarming. Wat does a

conmuni ty do?

Well, vyou're seeing what a conmunity does.
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Per haps they overrespond.

How do we address it? You're right, it is a big
public health -- it's a big public issue, how you get the
conmuni ty sort of turned around.

How do you address the fact that a very credible,
in their eyes, source who works for the Air Force expresses
concerns and uses words like "alarn and uses words like "very

concerned" and uses expressions like "no, | would not live down
gradient of that thing on the hill".

How we turn that around is with good, credible
i nformation, part of which the process is occurring right here.
I f your board, if your panel says to the people of Cape Cod that,
yes, you are the Air Force proceeding in a very logical manner
using scientific method and are conming forth in a good process to
determ ne whether this real inpact is there. If you fol ks give
the stanp to that and say you're doing it right, folks, then that

is one step in the whole turning around the public attitude

toward this.

From you know, just a country bunmpkin here
sitting here when an Air Force person from Brooks says, "I'm
alarnmed. |'mconcerned,” wthout further looking into it, | can
say, "Cee, you know, |I'm starting to see the other side of this
thing." Boy, in the beginning that was probably the thing that
started it.

Yeah, we have other issues with the base. As
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Li eutenant Colonel Ruscio said, he believes and | do too -- |
l[ive in the conmunity -- that there is a very positive thing that
the Air Force is doing in the cleanup. They've seen very quick
responses. I sit on a couple of commttees, issuing PLUVE
commi ttees, some ot hers.

W see genuine process, but there was no one on
the other side of that saying, "Despite the progress you're
maki ng, |'m deeply concerned.” Well, that's what did it. That
"deeply concerned" was a big break. The comunity needs to know
that a credi bl e body of people, epideniologists as one step, say,
yes, you're proceeding correctly.

The other part is hearing from other credible
i nvestigators, pulling together their studies, the NRC, that wll
all turn the tide.

In answer to your question, do we have a public

rel ati ons problem vyeah. It started with somebody saying, "I'm
deeply concerned. |'m deeply alarnmed," who had the credenti al s.
Thank you.

DR. OSTROFF: Thank you. Thank you very nuch for
t hose comment s.

Let me ask Dr. Malnmud -- and then we'll have to
bring it to aclose. | think Rick has one or two | ast coments.

DR MALMUD: My first comment is a question, and
that is, is there any scientist other than Dr. Al banese who

adheres to Dr. Al banese's theory? | know that you don't, but --
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MR. OSEPCHUK: No, no, no, |I'm going to speak for
many people. The people in nmy -- the reason you don't hear many
peopl e responding to it is because they don't believe it's worth
their tine.

Now, | try to point out that his ideas are flawed.
Ckay? A distinguished professor like Dr. Adair, Linda Adair's
husband, Robert Adair, a nmenber of the National Acadeny, spends
his tinme and wites articles debunking Dr. Al banese's opinions;
however, he maybe justifiably lost his tenper and he used the
honmonym remark to characterize Dr. Al banese.

My point is that his theories -- let me put it
this way. His theories are anal ogous to the discoveries of cold
fusion. Now, when a discovery like that occurs, the person could
either be a genius or sonething |ess. Maybe every 50 years a
geni us appears and his ideas are not accepted and eventually he
Wi ns. As Martin Garten pointed out, there's a continuous
gradati on between genius and quack. It's hard to distinguish
sometimes where you are on the |adder. The fact of the matter is
right now our conmmittee has formally decided they're going to
have to include Dr. Al banese's papers in our docunented record of
what's been | ooked at and what's been accepted and rejected.

Basically, many people don't have the notivation
to look at his papers. By the way, his published paper in 1995
doesn't really go into sone of these details that are now in the

nmedia. As | understand it, there's a letter to Colonel Ashworth
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which, for the first time -- he didn't say this in his published
papers -- that one volt per neter per nanosecond is the criteria

for hazard. Never has that been published. Never has he shown a

rational e. Wiy one? Wiy not two, three? \Were did it cone
fron®

My point is that his -- he's either a genius, of
which I will have to apol ogi ze sone day, or he's sonething |ess

t han a geni us.

DR. OSTROFF: Thank you. Yeah?

DR. MALMUD: Am | to understand your answer to be
that, to the best of your know edge, there's no other recognized
sci enti st who adheres to Dr. Al banese's theory?

MR, OSEPCHUK: That's correct.

DR. MALMUD: Thank you. So, really, in order to
satisfy the community in which the facility is located, there are
two issues. One is a scientific issue. That probably requires
the publication or the dissemnation of the information fromthe
conmittee that was forned about a year ago.

The second issue is the epideni ol ogic issue, which

is probably, from what we hear -- well, I'monly hearing it for
the first tinme today -- probably nore related to the superfund
issue than to the facility. It seenms we have to conmunicate with

that conmunity on two | evels.
W live in a very interesting age. This is the

age of science. |It's also the age in which psychics consune nore
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television time than do scientists, nmuch to the public's delight.

I think it's our responsibility to communicate
nore effectively than we have been on the issue. That's the only
advice that | can give in this particular matter in that we have
a conmunity which obviously feels hurt by the governnent -- and
the Air Force is a branch of the governnent. Therefore, they
nmeet the government wi th understandabl e concern.

I think sonmething has to be done to address the
conmunity's concern. I'"'m not certain, though, that it's an
epi denmi ol ogi ¢ study, the repetition of an epidemni ol ogi c study.

DR. OSTROFF: Thanks. Bruce, if you don't mnd,
I'"d just like Rick to nake the last conments so that we can nove
on.

LT. CO.. RIDDLE: I wanted to make one comment,
and that was that Dr. Al banese was personally invited to attend
this neeting and declined that invitation and asked ne to do a
l[iterature search and provide that information to the board. He
does have one publication with no data that | found in 1995, a
coupl e of other ol der publications on sone Agent Orange issues.

That one publication, | went a step further and |
actually researched the nunmber of tinmes that that publication had
been cited in other published literature. It had been cited 15
times. I think, in ny recollection of the review of those

abstracts, that they were in contradiction to the theories that
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were put forward in that.

I do have his material. I will make it part of
the public record for the board. | have that publication, and we
have those 15 citations and papers that were published in
response to that '95 publication.

DR. OSTROFF: Thank you very nuch. W' re running
alittle late. Wy don't we do this? Wy don't we take a five-
m nute break and then the board will conme back in executive
session for the |ast 45 m nutes?

(Executive session not recorded.)

(Meeti ng adj ourned.)
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